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(3) The IOL does not meet the cri-
teria for designation as a new tech-
nology IOL and a payment adjustment
is not appropriate.

§416.200 Payment adjustment.

(a) CMS establishes the amount of
the payment adjustment for classes of
new technology I0Ls through proposed
and final rulemaking in connection
with ASC facility services.

(b) CMS adjusts the payment for in-
sertion of an IOL approved as belong-
ing to a class of new technology IOLs
for the 5-year period of time estab-
lished for that class.

(c) Upon expiration of the 5-year pe-
riod of the payment adjustment, pay-
ment reverts to the standard rate for
IOL insertion procedures performed in
ASCs.

(d) ASCs that furnish an IOL des-
ignated by CMS as belonging to a class
of new technology I0OLs must submit
claims using billing codes specified by
CMS to receive the new technology IOL
payment adjustment.
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AUTHORITY: Secs. 1102 and 1871 of the Social
Security Act (42 U.S.C. 1302 and 1395hh), secs.
1301, 1306, and 1310 of the Public Health Serv-
ice Act (42 U.S.C. 300e, 300e-5, and 300e-9),
and 31 U.S.C. 9701.

Subpart A—General Provisions

§417.1 Definitions.

As used in this part, unless the con-
text indicates otherwise—

Basic health services means health
services described in §417.101(a).

Community rating system means a sys-
tem of fixing rates of payments for
health services that meets the require-
ments of §417.104(a)(3).

Comprehensive health services means
as a minimum the following services
which may be limited as to time and
cost:

(1) Physician services (§417.101(a)(1));

(2) Outpatient services and inpatient
hospital services (§417.101(a)(2));

(3) Medically necessary emergency
health services (§417.101(a)(3)); and

(4) Diagnostic laboratory and diag-
nostic and therapeutic radiologic serv-
ices (§417.101(a)(6)).

Direct service contract means a con-
tract for the provision of basic or sup-
plemental health services or both be-
tween an HMO and (1) a health profes-
sional other than a member of the staff
of the HMO, or (2) an entity other than
a medical group or an IPA.

Enrollee means an individual for
whom an HMO, CMP, or HCPP assumes
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the responsibility, under a contract or
agreement, for the furnishing of health
care services on a prepaid basis.

Full-time student means a student who
is enrolled for a sufficient nhumber of
credit hours in a semester or other aca-
demic term to enable the student to
complete the course of study within
not more than the number of semesters
or other academic terms normally re-
quired to complete that course of study
on a full-time basis at the school in
which the student is enrolled.

Furnished, when used in connection
with prepaid health care services,
means services that are maid available
to an enrollee either dierctly by, or
under arrangements made by, the
HMO, CMP, or HCPP.

Health maintenance organization
(HMO) means a legal entity that pro-
vides or arranges for the provision of
basic and supplemental health services
to its enrollees in the manner pre-
scribed by, is organized and operated in
the manner prescribed by, and other-
wise meets the requirements of, section
1301 of the PHS Act and the regulations
in subparts B and C of this part.

Health professionals means physicians
(doctors of medicine and doctors of os-
teopathy), dentists, nurses, podiatrists,
optometrists, physicians’ assistants,
clinical psychologists, social workers,
pharmacists, nutritionists, occupa-
tional therapists, physical therapists,
and other professionals engaged in the
delivery of health services who are li-
censed, practice under an institutional
license, are certified, or practice under
authority of the HMO, a medical group,
individual practice association, or
other authority consistent with State
law.

Individual practice association (IPA)
means a partnership, association, cor-
poration, or other legal entity that de-
livers or arranges for the delivery of
health services and which has entered
into written services arrangement or
arrangements with health profes-
sionals, a majority of whom are li-
censed to practice medicine or osteop-
athy. The written services arrange-
ment must provide:

(1) That these health professionals
will provide their professional services
in accordance with a compensation ar-

42 CFR Ch. IV (10-1-07 Edition)

rangement established by the entity;
and

(2) To the extent feasible, for the
sharing by these health professionals of
health (including medical) and other
records, equipment, and professional,
technical, and administrative staff.

Medical group means a partnership,
association, corporation, or other
group:

(1) That is composed of health profes-
sionals licensed to practice medicine or
osteopathy and of such other licensed
health professionals (including den-
tists, optometrists, and podiatrists) as
are necessary for the provision of
health services for which the group is
responsible;

(2) A majority of the members of
which are licensed to practice medicine
or osteopathy; and

(3) The members of which:

(i) After the end of the 48 month pe-
riod beginning after the month in
which the HMO for which the group
provides health services becomes a
qualified HMO, as their principal pro-
fessional activity (over 50 percent indi-
vidually) engage in the coordinated
practice of their profession and as a
group responsibility have substantial
responsibility (over 35 percent in the
aggregate of their professional activ-
ity) for the delivery of health services
to enrollees of an HMO;

(ii) Pool their income from practice
as members of the group and distribute
it among themselves according to a
prearranged salary or drawing account
or other similar plan unrelated to the
provision of specific health services;

(iii) Share health (including medical)
records and substantial portions of
major equipment and of professional,
technical, and administrative staff;

(iv) Establish an arrangement where-
by an enrollee’s enrollment status is
not known to the health professional
who provides health services to the en-
rollee.

Medical group members means (1) a
health professional engaged as a part-
ner, associate, or shareholder in the
medical group, or (2) any other health
professional employed by the group
who may be designated as a medical
group member by the medical group.

Medically underserved population
means the population of an urban or
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rural area as described in Sec.
417.912(d).

Nonmetropolitan area means an area
no part of which is within a standard
metropolitan statistical area as des-
ignated by the Office of Management
and Budget and which does not contain
a city whose population exceeds 50,000
individuals.

Party in interest means: (1) Any direc-
tor, officer, partner, or employee re-
sponsible for management or adminis-
tration of an HMO, any person who is
directly or indirectly the beneficial
owner of more than 5 percent of the eq-
uity of the HMO, any person who is the
beneficial owner of a mortgage, deed of
trust, note, or other interest secured
by, and valuing more than 5 percent of
the assets of the HMO, and, in the case
of an HMO organized as a nonprofit
corporation, an incorporator or mem-
ber of the corporation under applicable
State corporation law;

(2) Any entity in which a person de-
scribed in paragraph (1):

(i) Is an officer or director;

(ii) Is a partner (if the entity is orga-
nized as a partnership);

(iii) Has directly or indirectly a bene-
ficial interest of more than 5 percent of
the equity; or

(iv) Has a mortgage, deed of trust,
note, or other interest valuing more
than 5 percent of the assets of such en-
tity;

(3) Any spouse, child, or parent of an
individual described in paragraph (1).

Policymaking body of an HMO means a
board of directors, governing body, or
other body of individuals that has the
authority to establish policy for the
HMO.

Qualified HMO means an HMO found
by CMS to be qualified within the
meaning of section 1310 of the PHS Act
and subpart D of this part.

Rural area means any area not listed
as a place having a population of 2,500
or more in Document #PC(1)A, ““Num-
ber of Inhabitants,”” Table VI, “Popu-
lation of Places,”” and not listed as an
urbanized area in Table Xl, ‘“‘Popu-
lation of Urbanized Areas’ of the same
document (1970 Census or most recent
update of this document, Bureau of
Census, U.S. Department of Com-
merce).

§417.1

Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
has been delegated.

Service area means a geographic area,
defined through zip codes, census
tracts, or other geographic measure-
ments, that is the area, as determined
by CMS, within which the HMO fur-
nishes basic and supplemental health
services and makes them available and
accessible to all its enrollees in accord-
ance with §417.106(b).

Significant business transaction means
any business transaction or series of
transactions during any one fiscal year
of the HMO, the total value of which
exceeds the lesser of $25,000 or 5 percent
of the total operating expenses of the
HMO.

Staff of the HMO means health profes-
sionals who are employees of the HMO
and who—

(1) Provide services to HMO enrollees
at an HMO facility subject to the staff
policies and operational procedures of
the HMO;

(2) Engage in the coordinated prac-
tice of their profession and provide to
enrollees of the HMO the health serv-
ices that the HMO has contracted to
provide;

(3) Share medical and other records,
equipment, and professional, technical,
and administrative staff of the HMO;
and

(4) Provide their professional services
in accordance with a compensation ar-
rangement, other than fee-for-service,
established by the HMO. This arrange-
ment may include, but is not limited
to, fee-for-time, retainer or salary.

Subscriber means an enrollee who has
entered into a contractual relationship
with the HMO or who is responsible for
making payments for basic health serv-
ices (and contracted for supplemental
health services) to the HMO or on
whose behalf these payments are made.

Supplemental health services means

the health services described in
§417.102(a).
Unusual or infrequently used health

services means:
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(1) Those health services that are
projected to involve fewer than 1 per-
cent of the encounters per year for the
entire HMO enrollment, or,

(2) Those health services the provi-
sion of which, given the enrollment
projection of the HMO and generally
accepted staffing patterns, is projected
will require less than 0.25 full time
equivalent health professionals.

[45 FR 72528, Oct. 31, 1980, as amended at 47
FR 19338, May 5, 1982; 52 FR 22321, June 11,
1987. Redesignated at 52 FR 36746, Sept. 30,
1987. Redesignated and amended at 56 FR
51985, Oct. 17, 1991; 58 FR 38067, July 15, 1993;
60 FR 34887, July 5, 1995; 60 FR 45674, Sept. 1,
1995]

§417.2 Basis and scope.

(a) Subparts B through F of this part
pertain to the Federal qualification of
HMOs under title XlIIl of the Public
Health Service (PHS) Act.

(b) Subparts G through R of this part
set forth the rules for Medicare con-
tracts with, and payment to, HMOs and
competitive medical plans (CMPs)
under section 1876 of the Act.

(c) Subpart U of this part pertains to
Medicare payment to health care pre-
payment plans under section
1833(a)(1)(A) of the Act.

(d) Subpart V of this part applies to
the administration of outstanding
loans and loan guarantees previously
granted under title XIIl of the PHS
Act.

[56 FR 51985, Oct. 17, 1991, as amended at 60
FR 45675, Sept. 1, 1995]

Subpart B—Quallified Health Main-
tenance Organizations: Serv-
ices

§417.101 Health benefits plan: Basic
health services.

(@) An HMO must provide or arrange
for the provision of basic health serv-
ices to its enrollees as needed and with-
out limitations as to time and cost
other than those prescribed in the PHS
Act and these regulations, as follows:

(1) Physician services (including con-
sultant and referral services by a phy-
sician), which must be provided by a li-
censed physician, or if a service of a
physician may also be provided under
applicable State law by other health
professionals, an HMO may provide the

42 CFR Ch. IV (10-1-07 Edition)

service through these other health pro-
fessionals;

(2)(i) Outpatient services, which must
include diagnostic services, treatment
services and x-ray services, for patients
who are ambulatory and may be pro-
vided in a non-hospital based health
care facility or at a hospital;

(i) Inpatient hospital services, which
must include but not be limited to,
room and board, general nursing care,
meals and special diets when medically
necessary, use of operating room and
related facilities, use of intensive care
unit and services, x-ray services, lab-
oratory, and other diagnostic tests,
drugs, medications, biologicals, anes-
thesia and oxygen services, special
duty nursing when medically nec-
essary, radiation therapy, inhalation
therapy, and administration of whole
blood and blood plasma;

(iii) Outpatient services and inpa-
tient hospital services must include
short-term rehabilitation services and
physical therapy, the provision of
which the HMO determines can be ex-
pected to result in the significant im-
provement of a member’s condition
within a period of two months;

(3) Instructions to its enrollees on
procedures to be followed to secure
medically necessary emergency health
services both in the service area and
out of the service area;

(4) Twenty outpatient visits per en-
rollee per year, as may be necessary
and appropriate for short-term evalua-
tive or crisis intervention mental
health services, or both;

(5) Diagnosis, medical treatment and
referral services (including referral
services to appropriate ancillary serv-
ices) for the abuse of or addiction to al-
cohol and drugs:

(i) Diagnosis and medical treatment
for the abuse of or addiction to alcohol
and drugs must include detoxification
for alcoholism or drug abuse on either
an outpatient or inpatient basis,
whichever is medically determined to
be appropriate, in addition to the other
required basic health services for the
treatment of other medical conditions;

(ii) Referral services may be either
for medical or for nonmedical ancillary
services. Medical services must be a
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part of basic health services; nonmed-
ical ancillary services (such as voca-
tional rehabilitation and employment
counseling) and prolonged rehabilita-
tion services in a specialized inpatient
or residential facility need not be a
part of basic health services;

(6) Diagnostic laboratory and diag-
nostic and therapeutic radiologic serv-
ices in support of basic health services;

(7) Home health services provided at
an enrollee’s home by health care per-
sonnel, as prescribed or directed by the
responsible physician or other author-
ity designated by the HMO; and

(8) Preventive health services, which
must be made available to members
and must include at least the fol-
lowing:

(i) A broad range of voluntary family
planning services;

(ii) Services for infertility;

(iii) Well-child care from birth;

(iv) Periodic health evaluations for
adults;

(v) Eye and ear examinations for
children through age 17, to determine
the need for vision and hearing correc-
tion; and

(vi) Pediatric and adult immuniza-
tions, in accord with accepted medical
practice.

(b) In addition, an HMO may include
a health service described in §417.102 as
a supplemental health service in the
basic health services that it provides or
arranges for its enrollees for a basic
health services payment.

(c) To the extent that a natural dis-
aster, war, riot, civil insurrection, epi-
demic or any other emergency or simi-
lar event not within the control of an
HMO results in the facilities, per-
sonnel, or financial resources of an
HMO being unavailable to provide or
arrange for the provision of a basic or
supplemental health service in accord-
ance with the requirements of §§417.101
through 417.106 and §§417.168 and
417.169, the HMO is required only to
make a good-faith effort to provide or
arrange for the provision of the service,
taking into account the impact of the
event. For purposes of this paragraph,
an event is not within the control of an
HMO if the HMO cannot exercise influ-
ence or dominion over its occurrence.

(d) The following are not required to
be provided as basic health services:

§417.101

(1) Corrective appliances and artifi-
cial aids;

(2) Mental health services, except as
required under section 1302(1)(D) of the
PHS Act and paragraph (a)(4) of this
section;

(3) Cosmetic surgery,
cally necessary;

(4) Prescribed drugs and medicines
incidental to outpatient care;

(5) Ambulance services, unless medi-
cally necessary;

(6) Care for military service con-
nected disabilities for which the en-
rollee is legally entitled to services and
for which facilities are reasonably
available to this enrollee;

(7) Care for conditions that State or
local law requires be treated in a public
facility;

(8) Dental services;

(9) Vision and hearing care except as
required by sections 1302(1)(A) and
1302(1)(H)(vi) of the PHS Act and para-
graphs (a)(1) and (a)(8) of this section;

(10) Custodial or domiciliary care;

(11) Experimental medical, surgical,
or other experimental health care pro-
cedures, unless approved as a basic
health service by the policymaking
body of the HMO;

(12) Personal or comfort items and
private rooms, unless medically nec-
essary during inpatient hospitaliza-
tion;

(13) Whole blood and blood plasma;

(14) Long-term physical therapy and
rehabilitation;

(15) Durable medical equipment for
home use (such as wheel chairs, sur-
gical beds, respirators, dialysis ma-
chines); and

(16) Health services that are unusual
and infrequently provided and not nec-
essary for the protection of individual
health, as approved by CMS upon appli-
cation by the HMO.

(e) An HMO may not offer to provide
or arrange for the provision of basic
health services on a prepayment basis
that do not include all the basic health
services set forth in paragraph (a) of
this section or that are limited as to
time and cost except in a manner pre-
scribed by this subpart.

unless medi-

[45 FR 72528, Oct. 31, 1980. Redesignated at 52
FR 36746, Sept. 30, 1987, and amended at 58
FR 38077, July 15, 1993]
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§417.102 Health benefits plan: Supple-
mental health services.

(a) An HMO may provide to its en-
rollees any health service that is not
included as a basic health service under
§417.101(a). These health services may
be limited as to time and cost.

(b) An HMO must determine the level
and scope of supplemental health serv-
ices included with basic health services
provided to its enrollees for a basic
health services payment or those serv-
ices offered to its enrollees as supple-
mental health services.

[45 FR 72528, Oct. 31, 1980, as amended at 47
FR 19339, May 5, 1982. Redesignated at 52 FR
36746, Sept. 30, 1987, as amended at 58 FR
38082, 38083, July 15, 1993]

§417.103 Providers of basic and sup-
plemental health services.

(a)(1) The HMO must provide that the
services of health professionals that
are provided as basic health services
will, except as provided in paragraph
(c) of this section, be provided or ar-
ranged for through (i) health profes-
sionals who are staff of the HMO, (ii) a
medical group or groups, (iii) an IPA or
IPAs, (iv) physicians or other health
professionals under direct service con-
tracts with the HMO for the provision
of these services, or (v) any combina-
tion of staff, medical group or groups,
IPA or IPAs, or physicians or other
health professionals under direct serv-
ice contracts with the HMO.

(2) A staff or medical group model
HMO may have as providers of basic
health services physicians who have
also entered into written services ar-
rangements with an IPA or IPAs, but
only if either (i) these physicians num-
ber less than 50 percent of the physi-
cians who have entered into arrange-
ments with the IPA or IPAs, or (ii) if
the sharing is 50 percent or greater,
CMS approves the sharing as being con-
sistent with the purposes of section
1310(b) of the PHS Act.

(3) After the 4 year period beginning
with the month following the month in
that an HMO becomes a qualified HMO,
an entity that meets the requirements
of the definition of medical group in
§417.100, except for subdivision (3)(i) of
that definition, may be considered a
medical group if CMS determines that
the principal professional activity

42 CFR Ch. IV (10-1-07 Edition)

(over 50 percent individually) of the en-
tity’s members is the coordinated prac-
tice of their profession, and if the HMO
has demonstrated to the satisfaction of
CMS that the entity is committed to
the delivery of medical services on a
prepaid group practice basis by either:

(i) Presenting a reasonable time-
phased plan for the entity to achieve
compliance with the ‘‘substantial re-
sponsibility”” requirement of subdivi-
sion (3)(i) of the definition of ‘““medical
group’ in §417.100. The HMO must up-
date the plan annually and must dem-
onstrate to the satisfaction of CMS
that the entity is making continuous
efforts and progress towards compli-
ance with the requirements of the defi-
nition of ““medical group,’ or

(i) Demonstrating that compliance
by the entity with the ‘‘substantial re-
sponsibility’” requirement is unreason-
able or impractical because (A) the
HMO serves a non-metropolitan or
rural area as defined in §417.100, or (B)
the entity is a multi-speciality group
that provides medical consultation
upon referral on a regional or national
basis, or (C) the majority of the resi-
dents of the HMO'’s service area are not
eligible for employer-employee health
benefits plans and the HMO has an in-
sufficient number of enrollees to re-
quire utilization of at least 35 percent
of the entity’s services.

(b) HMOs must have effective proce-
dures to monitor utilization and to
control cost of basic and supplemental
health services and to achieve utiliza-
tion goals, which may include mecha-
nisms such as risk sharing, financial
incentives, or other provisions agreed
to by providers.

(c) Paragraph (a) of this section does
not apply to the provision of the serv-
ices of a physician:

(1) Which the HMO determines are
unusual or infrequently used services;
or

(2) Which, because of an emergency,
it was medically necessary to provide
to the enrollee other than as required
by paragraph (a) of this section; or

(3) Which are provided as part of the
inpatient hospital services by employ-
ees or staff of a hospital or provided by
staff of other entities such as commu-
nity mental health centers, home
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health agencies, visiting nurses’ asso-
ciations, independent laboratories, or
family planning agencies.

(d) Supplemental health services
must be provided or arranged for by
the HMO and need not be provided by
providers of basic health services under
contract with the HMO.

(e) Each HMO must:

(1) Pay the provider, or reimburse its
enrollees for the payment of reasonable
charges for basic health services (or
supplemental health services that the
HMO agreed to provide on a prepay-
ment basis) for which its enrollees have
contracted, which were medically nec-
essary and immediately required to be
obtained other than through the HMO
because of an unforeseen illness, in-
jury, or condition, as determined by
the HMO;

(2) Adopt procedures to review
promptly all claims from enrollees for
reimbursement for the provision of
health services described in paragraph
(e)(1) of this section, including a proce-
dure for the determination of the med-
ical necessity for obtaining the serv-
ices other than through the HMO; and

(3) Provide instructions to its enroll-
ees on procedures to be followed to se-
cure these health services.

(Sec. 215 of the Public Health Service Act, as
amended, 58 Stat. 690, 67 Stat. 631 (42 U.S.C.
216); secs. 1301-1318, as amended, Pub. L. 97-
35, 95 Stat. 572-578 (42 U.S.C. 300e-300e-17)

[45 FR 72528, Oct. 31, 1980; 45 FR 77031, Nov.
21, 1980, as amended at 47 FR 19339, May 5,
1982; 50 FR 6174, Feb. 14, 1985. Redesignated
at 52 FR 36746, Sept. 30, 1987, as amended at
58 FR 38082, 38083, July 15, 1993]

§417.104 Payment for basic health
services.

(a) Basic health services payment. Each
HMO must provide or arrange for the
provision of basic health services for a
basic health services payment that:

(1) Is to be paid on a periodic basis
without regard to the dates these serv-
ices are provided;

(2) Is fixed without regard to the fre-
quency, extent, or kind of basic health
services actually furnished;

(3) Except as provided in paragraph
(c) of this section, is fixed under a com-
munity rating system, as described in
paragraph (b) of this section; and
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(4) May be supplemented by nominal
copayments which may be required for
the provision of specific basic health
services. Each HMO may establish one
or more copayment options calculated
on the basis of a community rating
system.

(i) An HMO may not impose copay-
ment charges that exceed 50 percent of
the total cost of providing any single
service to its enrollees, nor in the ag-
gregate more than 20 percent of the
total cost of providing all basic health
services.

(ii) To insure that copayments are
not a barrier to the utilization of
health services or enrollment in the
HMO, an HMO may not impose copay-
ment charges on any subscriber (or en-
rollees covered by the subscriber’s con-
tract with the HMO) in any calendar
year, when the copayments made by
the subscriber (or enrollees) in that
calendar year total 200 percent of the
total annual premium cost which that
subscriber (or enrollees) would be re-
quired to pay if he (or they) were en-
rolled under an option with no copay-
ments. This limitation applies only if
the subscriber (or enrollees) dem-
onstrates that copayments in that
amount have been paid in that year.

(b) Community rating system. Under a
community rating system, rates of
payment for health services may be de-
termined on a per person or per family
basis, as described in paragraph (b)(1)
of this section or on a per group basis
as described in paragraph (b)(2) of this
section. An HMO may fix its rates of
payment under the system described in
paragraph (b)(1) or (b)(2) of this section
or under both such systems, but an
HMO may use only one such system for
fixing its rates of payment for any one
group.

(1) A system of fixing rates of pay-
ment for health services may provide
that the rates will be fixed on a per
person or per family basis and may
vary with the number of persons in a
family. Except as otherwise authorized
in this paragraph, these rates must be
equivalent for all individuals and for
all families of similar composition.
Rates of payment may be based on ei-
ther a schedule of rates charged to
each subscriber group or on a per-en-
rollee-per-month (or per-subscriber-
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per-month) revenue requirement for
the HMO. In the former event, rates
may vary from group to group if the
projected total revenue from each
group is substantially equivalent to
the revenue that would be derived if
the schedule of rates were uniform for
all groups. In the latter event, the pay-
ments from each group of subscribers
must be calculated to yield revenues
substantially equivalent to the product
of the total number of enrollees (or
subscribers) expected to be enrolled
from the group and the per-enrollee-
per-month (or per-subscriber-per-
month) revenue requirement for the
HMO. Under the system described in
this paragraph, rates of payment may
not vary because of actual or antici-
pated utilization of services by individ-
uals associated with any specific group
of subscribers. These provisions do not
preclude changes in the rates of pay-
ment that are established for new en-
rollments or re-enrollments and that
do not apply to existing contracts until
the renewal of these contracts.

(2) A system of fixing rates of pay-
ment for health services may provide
that the rates will be fixed for individ-
uals and families by groups. Except as
otherwise authorized in this paragraph,
such rates must be equivalent for all
individuals in the same group and for
all families of similar composition in
the same group. If an HMO is to fix
rates of payment for individuals and
families by groups, it must:

(i) Classify all of the enrollees of the
organization into classes based on fac-
tors that the HMO determines predict
the differences in the use of health
services by the individuals or families
in each class and which have not been
disapproved by CMS,

(ii) Determine its revenue require-
ments for providing services to the en-
rollees of each class established under
paragraph (b)(2)(i) of this section, and

(iii) Fix the rates of payment for the
individuals and families of a group on
the basis of a composite of the organi-
zation’s revenue requirements deter-
mined under paragraph (b)(2)(ii) of this
section for providing services to them
as members of the classes established
under paragraph (b)(2)(i) of this sec-
tion. CMS will review the factors used
by each HMO to establish classes under
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paragraph (b)(2)(i) of this section. If
CMS determines that any such factor
may not reasonably be used to predict
the use of the health services by indi-
viduals and families, CMS will dis-
approve the factor for that purpose.

(3)(i) Nominal differentials in rates
may be established to reflect dif-
ferences in marketing costs and the
different administrative costs of col-
lecting payments from the following
categories of potential subscribers:

(A) Individual (non-group)
scribers (including their families).

(B) Small groups of subscribers (100
subscribers or fewer).

(C) Large groups of subscribers (over
100 subscribers).

(i) Differentials in rates may be es-
tablished for subscribers enrolled in an
HMO: (A) Under a contract with a gov-
ernmental authority under section 1079
(““Contracts for Medical Care for
Spouses and Children: Plans’’) or sec-
tion 1086 (‘‘Contracts for Health Bene-
fits for Certain Members, Former Mem-
bers and their Dependents’’) of title 10
(““Armed Forces’’), United States Code;
or (B) under any other governmental
program (other than the health bene-
fits program authorized by chapter 89
(“‘Health Insurance’) of title 5 (“‘Gov-
ernment Organization and Employ-
ees’’), United States Code; or (C) under
any health benefits program for em-
ployees of States, political subdivisions
of states, and other public entities.

(4) An HMO may establish a separate
community rate for separate regional
components of the organization upon
satisfactory demonstration to CMS of
the following:

(i) Each regional component is geo-
graphically distinct and separate from
any other regional component; and

(ii) Each regional component pro-
vides substantially the full range of
basic health services to its enrollees,
without extensive referral between
components of the organization for
these services, and without substantial
utilization by any two components of
the same health care facilities. The
separate community rate for each re-
gional component of the HMO must be
based on the different costs of pro-
viding health services in the respective
regions.

sub-
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(c) Exceptions to community rating re-
quirement. (1) In the case of an HMO
that provided comprehensive health
services on a prepaid basis before it be-
came a qualifed HMO, the requirement
of community rating shall not apply to
the HMO during the forty-eight month
period beginning with the month fol-
lowing the month in which it became a
qualifed HMO.

(2) The requirement of community
rating does not apply to the basic
health services payment for basic
health services provided an enrollee
who is a full-time student at an accred-
ited institution of higher education.

(d) Late payment penalty. HMOs may
charge a late payment penalty on ac-
counts receivable that are in arrears.

(e) Review procedures for evaluating
the community rating by class system
under paragraph (b)(2).* An HMO may
establish a community rating system
under paragraph (b)(2) of this section
or revised factors used to establish
classes after it receives written ap-
proval of the factors from CMS. CMS
will give approval if it concludes that
the factors can reasonably be used to
predict the use of health services by in-
dividuals and families.

(1) An HMO must make a written re-
quest to CMS, listing the factors to be
used in the community rating by class
system under paragraph (b)(2) of this
section.

(2) CMS will notify each HMO within
30 days of receipt of the request and ap-
plication of one of the following:

(i) The application is approved;

(if) Additional information or data
are required and CMS will notify the
HMO of its decision within 30 days
from the date of receipt of this infor-
mation or data; or

(iii) CMS needs additional time to re-
view the written request and the HMO

1Further information entitled ‘‘Guidelines
for Rating by Class”” may be obtained from
the Office of Prepaid Health Care, Division of
Qualification Analysis, HHS Cohen Bldg.,
room 4360, 330 Independence Ave. SW., Wash-
ington, DC 20201.
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will be notified of CMS’s decision with-
in 90 days.

(Approved by the Office of Management and
Budget under control number 0915-0051)

(Sec. 215 of the Public Health Service Act, as
amended, 58 Stat. 690, 67 Stat. 631 (42 U.S.C.
216); secs. 1301-1318, as amended, Pub. L. 97-
35, 95 Stat. 572-578 (42 U.S.C. 300e-300e-17)

[45 FR 72528, Oct. 31, 1980, as amended at 47
FR 19339, May 5, 1982; 50 FR 6175, Feb. 14,
1985. Redesignated at 52 FR 36746, Sept. 30,
1987, as amended at 56 FR 8853, Mar. 1, 1991;
58 FR 38082, 38083, July 15, 1993]

§417.105 Payment for
health services.

supplemental

(@) An HMO may require supple-
mental health services payments, in
addition to the basic health services
payments, for the provision of each
health service included in the supple-
mental health services set forth in
§417.102 for which subscribers have con-
tracted, or it may include supple-
mental health services in the basic
health services provided its enrollees
for a basic health services payment.

(b) Supplemental health services pay-
ments may be made in any agreed upon
manner, such as prepayment or fee-for-
service. Supplemental health services
payments that are fixed on a prepay-
ment basis, however, must be fixed
under a community rating system, un-
less the supplemental health services
payment is for a supplemental health
service provided an enrollee who is a
full-time student at an accredited in-
stitution of higher education. In the
case of an HMO that provided com-
prehensive health services on a prepaid
basis before it became a qualifed HMO,
the community rating requirement
shall not apply to that HMO during the
forty-eight month period beginning
with the month following the month in
which it became a qualifed HMO.

(Sec. 215 of the Public Health Service Act, as
amended, 58 Stat. 690, 67 Stat. 631 (42 U.S.C.
216); secs. 1301-1318, as amended, Pub. L. 97-
35, 95 Stat. 572-578 (42 U.S.C. 300e-300e-17)

[45 FR 72528, Oct. 31, 1980, as amended at 50
FR 6175, Feb. 14, 1985. Redesignated at 52 FR
36746, Sept. 30, 1987, as amended at 58 FR
38082, 38083, July 15, 1993]
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§417.106 Quality assurance program;
Availability, accessibility, and con-
tinuity of basic and supplemental
health services.

(a) Quality assurance program. Each
HMO or CMP must have an ongoing
quality assurance program for its
health services that meets the fol-
lowing conditions:

(1) Stresses health outcomes to the
extent consistent with the state of the
art.

(2) Provides review by physicians and
other health professionals of the proc-
ess followed in the provision of health
services.

(3) Uses systematic data collection of
performance and patient results, pro-
vides interpretation of these data to its
practitioners, and institutes needed
change.

(4) Includes written procedures for
taking appropriate remedial action
whenever, as determined under the
quality assurance program, inappro-
priate or substandard services have
been provided or services that ought to
have been furnished have not been pro-
vided.

(b) Awvailability and accessibility of
health care services. Basic health serv-
ices and those supplemental health
services for which enrollees have con-
tracted must be provided or arranged
for by the HMO in accordance with the
following rules:

(1) Except as provided in paragraph
(b)(2) of this section, the services must
be available to each enrollee within the
HMO’s service area.

(2) Exception. If the HMO’s service
area is located wholly within a non-
metropolitan area, the HMO may make
available outside its service area any
basic health service that is not a pri-
mary care or emergency care service, if
the number of providers of that basic
health service who will provide the
service to the HMO’s enrollees is insuf-
ficient to meet the demand. As used in
this paragraph, primary care includes
general practice, family practice, gen-
eral internal medicine, general pediat-
rics, and general obstetrics and gyne-
cology. An HMO that provides the serv-
ices covered by these fields through at
least a general or family practitioner,
or a pediatrician and a general inter-
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nist, is considered to be providing pri-
mary care.

(3) The services must be available
and accessible with reasonable prompt-
ness to each of the HMO’s enrollees as
ensured through—

(i) Staffing patterns within generally
accepted norms for meeting the pro-
jected enrollment needs; and

(if) Geographic location, hours of op-
eration, and arrangements for after-
hours services. (Medically necessary
emergency services must be available
24 hours a day, 7 days a week.)

(c) Continuity of care. The HMO
must ensure continuity or care
through arrangements that include but
are not limited to the following:

(1) Use of a health professional who is
primarily responsible for coordinating
the enrollee’s overall health care.

(2) A system of health and medical
records that accumulates pertinent in-
formation about the enrollee’s health
care and makes it available to appro-
priate professionals.

(3) Arrangements made directly or
through the HMO’s providers to ensure
that the HMO or the health profes-
sional who coordinates the enrollee’s
overall health care is kept informed
about the services that the referral re-
sources furnish to the enrollee.

(d) Confidentiality of health records.
Each HMO must establish adequate
procedures to ensure the confiden-
tiality of the health and medical
records of its enrollees.

[58 FR 38068, July 15, 1993]

Subpart C—Qualified Health
Maintenance Organizations:
Organization and Operation

SOURCE: 58 FR 38068, July 15, 1993, unless
otherwise noted.

§417.120 Fiscally sound operation and
assumption of financial risk.

(a) Fiscally sound operation—(1) Gen-
eral requirements. Each HMO must have
a fiscally sound operation, as dem-
onstrated by the following:

(i) Total assets greater than total
unsubordinated liabilities. In evalu-
ating assets and liabilities, loan funds
awarded or guaranteed under section
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1306 of the PHS Act are not included as
liabilities.

(ii) Sufficient cash flow and adequate
liquidity to meet obligations as they
become due.

(iii) A net operating surplus, or a fi-
nancial plan that meets the require-
ments of paragraph (a)(2) of this sec-
tion.

(iv) An insolvency protection plan
that meets the requirements of
§417.122(b) for protection of enrollees.

(v) A fidelity bond or bonds, procured
and maintained by the HMO, in an
amount fixed by its policymaking body
but not less than $100,000 per indi-
vidual, covering each officer and em-
ployee entrusted with the handling of
its funds. The bond may have reason-
able deductibles, based upon the finan-
cial strength of the HMO.

(vi) Insurance policies or other ar-
rangements, secured and maintained
by the HMO and approved by CMS to
insure the HMO against losses arising
from professional liability claims, fire,
theft, fraud, embezzlement, and other
casualty risks.

(2) Financial plan requirement. (i) If an
HMO has not earned a cumulative net
operating surplus during the three
most recent fiscal years, did not earn a
net operating surplus during the most
recent fiscal year or does not have
positive net worth, the HMO must sub-
mit a financial plan satisfactory to
CMS to achieve net operating surplus
within available fiscal resources.

(ii) This plan must include—

(A) A detailed marketing plan;

(B) Statements of revenue and ex-
pense on an accrual basis;

(C) Sources and uses of funds state-
ments; and

(D) Balance sheets.

(b) Assumption of financial risk. Each
HMO must assume full financial risk
on a prospective basis for the provision
of basic health services, except that it
may obtain insurance or make other
arrangements as follows:

(1) For the cost of providing to any
enrollee basic health services with an
aggregate value of more than $5,000 in
any year.

(2) For the cost of basic health serv-
ices obtained by its enrollees from
sources other than the HMO because
medical necessity required that they be
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furnished before they could be secured
through the HMO.

(3) For not more than 90 percent of
the amount by which its costs for any
of its fiscal years exceed 115 percent of
its income for that fiscal year.

(4) For physicians or other health
professionals, health care institutions,
or any other combination of such indi-
viduals or institutions to assume all or
part of the financial risk on a prospec-
tive basis for their furnishing of basic
health services to the HMO’s enrollees.

§417.122 Protection of enrollees.

(a) Liability protection. (1) Each HMO
must adopt and maintain arrange-
ments satisfactory to CMS to protect
its enrollees from incurring liability
for payment of any fees that are the
legal obligation of the HMO. These ar-
rangements may include any of the fol-
lowing:

(i) Contractual arrangements that
prohibit health care providers used by
the enrollees from holding any enrollee
liable for payment of any fees that are
the legal obligation of the HMO.

(ii) Insurance, acceptable to CMS.

(iii) Financial reserves, acceptable to
CMS, that are held for the HMO and re-
stricted for use only in the event of in-
solvency.

(iv) Any other arrangements accept-
able to CMS.

(2) The requirements of this para-
graph do not apply to an HMO if CMS
determines that State law protects the
HMO enrollees from liability for pay-
ment of any fees that are the legal ob-
ligation of the HMO.

(b) Protection against loss of benefits if
the HMO becomes insolvent. The insol-
vency protection plan required under
§417.120(a) must provide for continu-
ation of benefits as follows:

(1) For all enrollees, for the duration
of the contract period for which pay-
ment has been made.

(2) For enrollees who are in an inpa-
tient facility on the date of insolvency,
until they are discharged from the fa-
cility.

§417.124 Administration and manage-
ment.

(a) General requirements. Each HMO
must have administrative and manage-
rial arrangements satisfactory to CMS,
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as demonstrated by at least the fol-
lowing:

(1) A policymaking body that exer-
cises oversight and control over the
HMO’s policies and personnel to ensure
that management actions are in the
best interest of the HMO and its enroll-
ees.

(2) Personnel and systems sufficient
for the HMO to organize, plan, control
and evaluate the financial, marketing,
health services, quality assurance pro-
gram, administrative and management
aspects of the HMO.

(3) At a minimum, management by
an executive whose appointment and
removal are under the control of the
HMO’s policymaking body.

(b) Full and fair disclosure—(1) Basic
rule. Each HMO must prepare a written
description of the following:

(i) Benefits (including
and exclusions).

(ii) Coverage (including a statement
of conditions on eligibility for bene-
fits).

(iii) Procedures to be followed in ob-
taining benefits and a description of
circumstances under which benefits
may be denied.

(iv) Rates.

(v) Grievance procedures.

(vi) Service area.

(vii) Participating providers.

(viii) Financial condition including
at least the following most recently
audited information: Current assets,
other assets, total assets; current li-
abilities, long term liabilities; and net
worth.

(2) Requirements for the description. (i)
The description must be written in a
way that can be easily understood by
the average person who might enroll in
the HMO.

(if) The description of benefits and
coverage may be in general terms if
reference is made to a detailed state-
ment of benefits and coverage that is
available without cost to any person
who enrolls in the HMO or to whom the
opportunity for enrollment is offered.

(iii) The HMO must provide the de-
scription to any enrollee or person who
is eligible to elect the HMO option and
who requests the material from the
HMO or the administrator of a health
benefits plan. For purposes of this re-
quirement, ‘“‘administrator” (of a

limitations
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health benefits plan) has the meaning
it is given in the Employment Retire-
ment Income Security Act of 1974
(ERISA) at 29 U.S.C. 1002(16)(A).

(iv) If the HMO provides health serv-
ices through individual practice asso-
ciations (IPAs), the HMO must specify
the number of member physicians by
specialty, and a listing of the hospitals
where HMO enrollees will receive basic
and supplemental health services.

(v) If the HMO provides health serv-
ices other than through IPAs, the HMO
must specify, for each ambulatory care
facility, the facility’s address, days and
hours of operation, and the number of
physicians by specialty, and a listing of
the hospitals where HMO enrollees will
receive basic and supplemental health
services.

(c) Broadly representative enrollment.
(1) Each HMO must offer enrollment to
persons who are broadly representative
of the various age, social, and income
groups within its service area.

(2) If an HMO has a medically under-
served population located in its service
area, not more than 75 percent of its
enrollees may be from the medically
underserved population unless the area
in which that population resides is a
rural area.

(d) Health status and enrollment. (1)
The HMO may not, on the basis of
health status, health care needs, or age
of the individual—

(i) Expel or refuse to reenroll any en-
rollee; or

(ii) Refuse to enroll individual mem-
bers of a group.

(2) For purposes of this paragraph, a
“‘group’’ is composed of individuals who
enroll in the HMO under a contract or
other arrangement that covers two or
more subscribers. Examples of groups
are employees who enroll under a con-
tract between their employer and the
HMO, or members of an organization
that arranges coverage for its member-
ship.

(3) Nothing in this subpart prohibits
an HMO from requiring that, as a con-
dition for continued eligibility for en-
rollment, enrolled dependent children,
upon reaching a specified age, convert
to individual enrollment, consistent
with paragraph (e) of this section.
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(e) Conversion of enrollment. (1) Each
HMO must offer individual enrollment
to the following:

(i) Each enrollee (and his or her en-
rolled dependents) leaving a group.

(ii) Each enrollee who would other-
wise cease to be eligible for HMO en-
rollment because of his or her age, or
the death or divorce of an enrollee.

(2) The individual enrollment offered
must meet the conditions of subpart B
of this part and this subpart C.

(3) The HMO is not required to offer
individual enrollment except to the en-
rollees specified in this paragraph.

(4) The HMO must offer the enroll-
ment on the same terms and conditions
that it makes available to other
nongroup enrollees.

(f) [Reserved]

(g) Grievance procedures. Each HMO
must have and use meaningful proce-
dures for hearing and resolving griev-
ances between the HMO’s enrollees and
the HMO, including the HMO staff and
medical groups and IPAs that furnish
services. These procedures must ensure
that:

(1) Grievances and complaints are
transmitted in a timely manner to ap-
propriate HMO decisionmaking levels
that have authority to take corrective
action; and

(2) Appropriate action is taken
promptly, including a full investiga-
tion if necessary and notification of
concerned parties as to the results of
the HMO’s investigation.

(h) Certification of institutional pro-
viders. Each HMO must ensure that its
affiliated institutional providers meet
one of the following conditions:

(1) In the case of hospitals, are either
accredited by the Joint Commission on
Accreditation of Health Care Organiza-
tions, or certified by Medicare.

(2) In the case of laboratories, are ei-
ther CLIA-exempt, or have in effect a
valid certificate of one of the following
types, issued by CMS in accordance
with section 353 of the PHS Act and
part 493 of this chapter:

(i) Registration certificate.

(ii) Certificate.

(iii) Certificate of waiver.

(iv) Certificate of accreditation.

(3) In the case of other affiliated in-
stitutional providers, are certified for
participation in Medicare and Medicaid
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in accordance with part 405, 416, 418,
488, or 491 of this chapter, as appro-
priate.

[58 FR 38068, July 15, 1993, as amended at 59
FR 49843, Sept. 30, 1994]

§417.126 Recordkeeping and reporting
requirements.

(a) General reporting and disclosure re-
quirements. Each HMO must have an ef-
fective procedure to develop, compile,
evaluate, and report to CMS, to its en-
rollees, and to the general public, at
the times and in the manner that CMS
requires, and while safeguarding the
confidentiality of the doctor-patient
relationship, statistics and other infor-
mation with respect to the following:

(1) The cost of its operations.

(2) The patterns of utilization of its
services.

(3) The availability, accessibility,
and acceptability of its services.

(4) To the extent practical, develop-
ments in the health status of its enroll-
ees.

(5) Information demonstrating that
the HMO has a fiscally sound oper-
ation.

(6) Other matters that CMS may re-
quire.

(b) Significant business transactions.
Each HMO must report to CMS annu-
ally, within 120 days of the end of its
fiscal year (unless for good cause
shown, CMS authorizes an extension of
time), the following:

(1) A description of significant busi-
ness transactions (as defined in para-
graph (c) of this section) between the
HMO and a party in interest.

(2) With respect to those trans-
actions—

(i) A showing that the costs of the
transactions listed in paragraph (c) of
this section do not exceed the costs
that would be incurred if these trans-
actions were with someone who is not
a party in interest; or

(i) If they do exceed, a justification
that the higher costs are consistent
with prudent management and fiscal
soundness requirements.

(3) A combined financial statement
for the HMO and a party in interest if
either of the following conditions is
met:
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(i) Thirty-five percent or more of the
costs of operation of the HMO go to a
party in interest.

(i) Thirty-five percent or more of the
revenue of a party in interest is from
the HMO.

(c) ‘“*Significant business transaction”
defined. As used in paragraph (b) of this
section—

(1) Business transaction means any of
the following kinds of transactions:

(i) Sale, exchange or lease of prop-
erty.

(ii) Loan of money or extension of
credit.

(iii) Goods, services, or facilities fur-
nished for a monetary consideration,
including management services, but
not including—

(A) Salaries paid to employees for
services performed in the normal
course of their employment; or

(B) Health services furnished to the
HMO'’s enrollees by hospitals and other
providers, and by HMO staff, medical
groups, or IPAs, or by any combination
of those entities.

(2) Significant business transaction
means any business transaction or se-
ries of transactions of the kind speci-
fied in paragraph (c)(1) of this section
that, during any fiscal year of the
HMO, have a total value that exceeds
$25,000 or 5 percent of the HMO’s total
operating expenses, whichever is less.

(d) Requirements for combined financial
statements. (1) The combined financial
statements required by paragraph (b)(3)
of this section must display in separate
columns the financial information for
the HMO and each of these parties in
interest.

(2) Inter-entity transactions must be
eliminated in the consolidated column.

(3) These statements must have been
examined by an independent auditor in
accordance with generally accepted ac-
counting principles, and must include
appropriate opinions and notes.

(4) Upon written request from an
HMO showing good cause, CMS may
waive the requirement that its com-
bined financial statement include the
financial information required in this
paragraph (d) with respect to a par-
ticular entity.

(e) Reporting and disclosure under
ERISA. (1) For any employees’ health
benefits plan that includes an HMO in
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its offerings, the HMO must furnish,
upon request, the information the plan
needs to fulfill its reporting and disclo-
sure obligations (with respect to the
particular HMO) under the Employee
Retirement Income Security Act of
1974 (ERISA).

(i) The HMO must furnish the infor-
mation to the employer or the employ-
er’s designee, or to the plan adminis-
trator, as the term “‘administrator” is
defined in ERISA.

(ii) Loan of money or extension of
credit.

(iii) Goods, services, or facilities fur-
nished for a monetary consideration,
including management services, but
not including—

(A) Salaries paid to employees for
services performed in the normal
course of their employment; or

(B) Health services furnished to the
HMO’s enrollees by hospitals and other
providers, and by HMO staff, medical
groups, or IPAs, or by any combination
of those entities.

(2) Significant business transaction
means any business transaction or se-
ries of transactions of the kind speci-
fied in paragraph (c)(1) of this section
that, during any fiscal year of the
HMO, have a total value that exceeds
$25,000 or 5 percent of the HMO’s total
operating expenses, whichever is less.

(d) Requirements for combined financial
statements. (1) The combined financial
statements required by paragraph (b)(3)
of this section must display in separate
columns the financial information for
the HMO and each of these parties in
interest.

(2) Inter-entity transactions must be
eliminated in the consolidated column.

(3) These statements must have been
examined by an independent auditor in
accordance with generally accepted ac-
counting principles, and must include
appropriate opinions and notes.

(4) Upon written request from an
HMO showing good cause, CMS may
waive the requirement that its com-
bined financial statement include the
financial information required in this
paragraph (d) with respect to a par-
ticular entity.

(e) Reporting and disclosure under
ERISA. (1) For any employees’ health
benefits plan that includes an HMO in
its offerings, the HMO must furnish,
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upon request, the information the plan
needs to fulfill its reporting and disclo-
sure obligations (with respect to the
particular HMO) under the Employee
Retirement Income Security Act of
1974 (ERISA).

(2) The HMO must furnish the infor-
mation to the employer or the employ-
er’s designee, or to the plan adminis-
trator, as the term “‘administrator” is
defined in ERISA.

Subpart D—Application for
Federal Qualification

§417.140 Scope.

This subpart sets forth—

(a) The requirements for—

(1) Entities that seek qualification as
HMOs under title XIII of the PHS Act;
and

(2) HMOs that seek—

(i) Qualification for their regional
components; or

(i) Expansion of their service areas;

(b) The procedures that CMS follows
to make determinations; and

(c) Other related provisions, includ-
ing application fees.

[59 FR 49836, Sept. 30, 1994]

§417.142
tion.

(a) General rules. (1) An entity seek-
ing qualification as an HMO must meet
the requirements and provide the as-
surances specified in paragraphs (b)
through (f) of this section, as appro-
priate.

(2) CMS determines whether the enti-
ty is an HMO on the basis of the enti-
ty’s application and any additional in-
formation and investigation (including
site visits) that CMS may require.

(3) CMS may determine that an enti-
ty is any of the following:

(i) An operational qualified HMO.

(ii) A preoperational qualified HMO.

(iii) A transitional qualified HMO.

(b) Operational qualified HMO. CMS
determines that an entity is an oper-
ational qualified HMO if—

(1) CMS finds that the entity meets
the requirements of subparts B and C
of this part.

(2) The entity, within 30 days of
CMS’s determination, provides written

Requirements for qualifica-
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assurances, satisfactory to CMS, that
it—

(i) Provides and will provide basic
health services (and any supplemental
health services included in any con-
tract) to its enrollees;

(ii) Provides and will provide these
services in the manner prescribed in
sections 1301(b) and 1301(c) of the PHS
Act and subpart B of this part;

(iii) Is organized and operated and
will continue to be organized and oper-
ated in the manner prescribed in sec-
tion 1301(c) of the PHS Act and subpart
C of this part;

(iv) Under arrangements that safe-
guard the confidentiality of patient in-
formation and records, will provide ac-
cess to CMS and the Comptroller Gen-
eral or any of their duly authorized
representatives for the purpose of
audit, examination or evaluation to
any books, documents, papers, and
records of the entity relating to its op-
eration as an HMO, and to any facili-
ties that it operates; and

(v) Will continue to comply with any
other assurances that it has given to
CMS.

(c) Preoperational qualified HMO. (1)
CMS may determine that an entity is a
preoperational qualified HMO if it pro-
vides, within 30 days of CMS’s deter-
mination, satisfactory assurances that
it will become operational within 60
days following that determination and
will, when it becomes operational,
meet the requirements of subparts B
and C of this part.

(2) Within 30 days after receiving no-
tice that the entity has begun oper-
ation, CMS determines whether it is an
operational qualified HMO. In the ab-
sence of this determination, the entity
is not an operational qualified HMO
even though it becomes operational.

(d) Transitional qualified HMO: Gen-
eral rules—(1) Basic requirements. CMS
may determine that an entity is a
transitional qualified HMO if the enti-
ty—

(i) Meets the requirements of para-
graph (d)(2) through (d)(4) of this sec-
tion; and

(ii) Provides the assurances specified
in paragraphs (d)(5) through (d)(7) of
this section within 30 days of CMS’s de-
termination.
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(2) Organization and operation. The
entity is organized and operated in ac-
cordance with subpart C of this part,
except that it need not—

(i) Assume full financial risk for the
provision of basic health services as re-
quired by §417.120(b); or

(ii) Comply with the limitations that
are imposed on insurance by
§417.120(b)(1).

(3) Range of services. The entity is
currently providing the following serv-
ices on a prepaid basis:

(i) Physician services.

(ii) Outpatient services and inpatient
hospital services. (The entity need not
provide or pay for hospital inpatient or
outpatient services that it can show
are being provided directly, through in-
surance, or under arrangements, by
other entities.)

(iii) Medically necessary emergency
services.

(iv) Diagnostic
and diagnostic
radiologic services.

These services must meet the require-
ment of §417.101, but may be limited in
time and cost without regard to the
constraints imposed by §417.101(a).

(4) Payment for services—(i) General
rule. The entity pays for basic health
services In accordance with §417.104,
except that it need not comply with
the copayments limitations imposed by
§417.104(a)(4).

(ii) Determination of payment rates. In
determining payment rates, the entity
need not comply with the community
rating requirements of §§417.104(b) and
417.105(b).

(5) Contracts in effect on the date of
CMS’s determination. The entity gives
assurances that it will meet the fol-
lowing conditions with respect to its
group and individual contracts that are
in effect on the date of CMS’s deter-
mination, and which are renewed or re-
negotiated during the period approved
by CMS under paragraph (d)(6) of this
section:

(i) Continue to provide services in ac-
cordance with paragraph (d)(3) of this
section.

(ii) Continue to be organized and op-
erated and to pay for basic health serv-
ices in accordance with paragraphs
(d)(2) and (d)(4) of this section, respec-
tively.

laboratory services
and therapeutic
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(6) Time-phased plan. The entity gives
assurances as follows:

(i) 1t will implement a time-phased
plan acceptable to CMS that—

(A) May not extend for more than 3
years from the date of CMS’s deter-
mination; and

(B) Specifies definite steps for meet-
ing, at the time of renewal of each
group or individual contract, all the re-
quirements of subparts B and C of this
part.

(i) Upon completion of this time-
phased plan, it will—

(A) Provide basic and supplemental
services to all of its enrollees; and

(B) Be organized and operated, and
provide services, in accordance with
subparts B and C of this part.

(7) Contracts entered into after the date
of CMS’s determination. The entity gives
assurances that, with respect to any
group or individual contract entered
into after the date of CMS’s determina-
tion, it will—

(i) Be organized and operated in ac-
cordance with subpart C of this part;
and

(i) Provide basic health services and
any supplemental health services in-
cluded in the contract, in accordance
with subpart B of this part.

(e) Failure to sign assurances timely. If
CMS determines that an entity meets
the requirements for qualification and
the entity fails to sign its assurances
within 30 days following the date of the
determination, CMS gives the entity
written notice that its application is
considered withdrawn and that it is not
a qualified HMO.

(f) Qualification of regional compo-
nents. An HMO that has more than one
regional component is considered
qualified for those regional compo-
nents for which assurances have been
signed in accordance with this section.

(g) Special rules: Enrollees entitled to
Medicare or Medicaid. For an HMO that
accepts enrollees entitled to Medicare
or Medicaid, the following rules apply:

(1) The requirements of titles XVIII
and XIX of the Act, as appropriate,
take precedence over conflicting re-
quirements of sections 1301(b) and
1301(c) of the PHS Act.
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(2) The HMO must, with respect to its
enrollees entitled to Medicare or Med-
icaid, comply with the applicable re-
quirement of title XVIII or XIX, in-
cluding those that pertain to—

(i) Deductibles and coinsurance;

(ii) Enrollment mix and enrollment
practices;

(iii) State plan rules on copayment
options; and

(iv) Grievance procedures.

(3) An HMO that complies with para-
graph (g)(2) of this section may obtain
and retain Federal qualification if, for
its other enrollees, the HMO meets the
requirements of sections 1301(b) and
1301(c) of the PHS Act and imple-
menting regulations in this subpart D
and in subparts B and C of this part.

(h) Special rules: Enrollees under the
Federal employee health benefits program
(FEHBP). An HMO that accepts enroll-
ees under the FEHBP (Chapter 89 of
title 5 of the U.S.C.) may obtain and re-
tain Federal qualification if, for its
other enrollees, it complies with the
requirements of section 1301(b) and
1301(c) of the PHS Act and imple-
menting regulations in this subpart D
and subparts B and C of this part.

[59 FR 49836, Sept. 30, 1994]

§417.143 Application requirements.

(a) General requirements. This section
sets forth application requirements for
entities that seek qualification as
HMOs; HMOs that seek expansion of
their service areas; and HMOs that
seek qualification of their regional
components as HMOs.

(b) Completion of an application form.
(1) In order to receive a determination
concerning whether an entity is a
qualified HMO, an individual author-
ized to act for the entity (the appli-
cant) must complete an application
form provided by CMS.

(2) The authorized individual must
describe thoroughly how the entity
meets, or will meet, the requirements
for qualified HMOs described in the
PHS Act and in subparts B and C of
this part, this subpart D, and 417.168
and 417.169 of subpart F.

(c) Collection of an application fee. In
accordance with the requirements of 31
U.S.C. 9701, Fees and charges for Gov-
ernment services and things of value,
CMS determines the amount of the ap-
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plication fee that must be submitted
with each type of application.

(1) The fee is reasonably related to
the Federal government’s cost of quali-
fying an entity and may vary based on
the type of application.

(2) Each type of application has one
set fee rather than a charge based on
the specific cost of each determination.
(For example, each Federally qualified
HMO applicant seeking Federal quali-
fication of one of its regional compo-
nents as an HMO is charged the same
amount, unless the amount of the fee
has been changed under paragraph (f)
of this section.)

(d) Application fee amounts. The appli-
cation fee amounts for applications
completed on or after July 13, 1987 are
as follows:

(1) $18,400 for an entity seeking quali-

fication as an HMO or qualification of
a regional component of an HMO.
If, in the case of an HMO seeking quali-
fication of a regional component, CMS
determines that there is no need for a
site visit, $8,000 will be returned to the
applicant.

(2) $6,900 for an HMO seeking expan-
sion of its service area.

(3) $3,100 for a CMP seeking qualifica-
tion as an HMO.

(e) Refund of an application fee. CMS
refunds an application fee only if the
entity withdraws its application within
10 working days after receipt by CMS.
Application fees are not returned in
any other circumstance, even if quali-
fication or certification is denied.

(f) Procedure for changing the amount
of an application fee. If CMS determines
that a change in the amount of a fee is
appropriate, CMS issues a notice of
proposed rulemaking in the FEDERAL
REGISTER to announce the proposed
new amount.

(9) New application after denial. An en-
tity may not submit another applica-
tion under this subpart for the same
type of determination for four full
months after the date of the notice in
which CMS denied the application.

(h) Disclosure of application informa-
tion under the Freedom of Information
Act. An applicant submitting material
that he or she believes is protected
from disclosure under 5 U.S.C. 552, the
Freedom of Information Act, or be-
cause of exceptions provided in 45 CFR
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part 5, the Department’s regulations
providing exceptions to disclosure,
should label the material “‘privileged”
and include an explanation of the ap-
plicability of an exception described in
45 CFR part 5.

[52 FR 22321, June 11, 1987. Redesignated at 52
FR 36746, Sept. 30, 1987, as amended at 58 FR
38077, July 15, 1993]

§417.144 Evaluation and determina-
tion procedures.

(a) Basis for evaluation and determina-
tion. (1) CMS evaluates an application
for Federal qualification on the basis
of information contained in the appli-
cation itself and any additional infor-
mation that CMS obtains through on-
site visits, public hearings, and any
other appropriate procedures.

(2) If the application is incomplete,
CMS notifies the entity and allows 60
days from the date of the notice for the
entity to furnish the missing informa-
tion.

(3) After evaluating all relevant in-
formation, CMS determines whether
the entity meets the applicable re-
quirements of §§417.142 and 417.143.

(b) Notice of determination. CMS noti-
fies each entity that applies for quali-
fication under this subpart of its deter-
mination and the basis for the deter-
mination. The determination may be
granting of qualification, intent to
deny, or denial.

(¢) Intent to deny. (1) If CMS finds
that the entity does not appear to meet
the requirements for qualification and
appears to be able to meet those re-
quirements within 60 days, CMS gives
the entity notice of intent to deny
qualification and a summary of the
basis for this preliminary finding.

(2) Within 60 days from the date of
the notice, the entity may respond in
writing to the issues or other matters
that were the basis for CMS’s prelimi-
nary finding, and may revise its appli-
cation to remedy any defects identified
by CMS.

(d) Denial and reconsideration of de-
nial. (1) If CMS denies an application
for qualification under this subpart,
CMS gives the entity written notice of
the denial and an opportunity to re-
quest reconsideration of that deter-
mination.

42 CFR Ch. IV (10-1-07 Edition)
(2) A request for reconsideration
must—

(i) Be submitted in writing, within 60
days following the date of the notice of
denial,

(ii) Be addressed to the CMS officer
or employee who denied the applica-
tion; and

(iii) Set forth the grounds upon
which the entity requests reconsider-
ation, specifying the material issues of
fact and of law upon which the entity
relies.

(3) CMS bases its reconsideration
upon the record compiled during the
qualification review proceedings, mate-
rials submitted in support of the re-
quest for reconsideration, and other
relevant materials available to CMS.

(4) CMS gives the entity written no-
tice of the reconsidered determination
and the basis for the determination.

(e) Information on qualified HMOs—(1)
FEDERAL REGISTER notices. In quarterly
FEDERAL REGISTER notices, CMS gives
the names, addresses, and service areas
of newly qualified HMOs and describes
the expanded service areas of other
qualified HMOs.

(2) Listings. A cumulative list of
qualified HMOs is available from the
following office, which is open from 8:30
a.m. to 5 p.m., Monday through Friday:
Office of Managed Care, room 4360,
Cohen Building, 400 Independence Ave-
nue SW., Washington, DC 20201.

[59 FR 49837, Sept. 30, 1994]

Subpart E—Inclusion of Qualified
Health Maintenance Organi-
zations in Employee Health
Benefits Plans

SOURCE: 45 FR 72517, Oct. 31, 1980, unless
otherwise noted. Redesignated at 52 FR 36746,
Sept. 30, 1987.

§417.150 Definitions.

As used in this subpart, unless the
context indicates otherwise—

Agreement means a collective bar-
gaining agreement.

Bargaining representative means an in-
dividual or entity designated or se-
lected, under any applicable Federal,
State, or local law, or public entity
collective bargaining agreement, to
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represent employees in collective bar-
gaining, or any other employee rep-
resentative designated or selected
under any law.

Carrier means a voluntary associa-
tion, corporation, partnership, or other
organization that is engaged in pro-
viding, paying for, or reimbursing all
or part of the cost of health benefits
under group insurance policies or con-
tracts, medical or hospital service
agreements, enrollment or subscription
contracts, or similar group arrange-
ments, in consideration of premiums or
other periodic charges payable to the
carrier.

Collective bargaining agreement means
an agreement entered into between an
employing entity and the bargaining
representative of its employees.

Contract means an employer-em-
ployee or public entity-employee con-
tract, or a contract for health benefits.

Designee means any person or entity
authorized to act on behalf of an em-
ploying entity or a group of employing
entities to offer the option of enroll-
ment in a qualified health maintenance
organization to their eligible employ-
ees.

Eligible employee means an employee
who meets the employer’s require-
ments for participation in the health
benefits plan.

Employee means any individual em-
ployed by an employer or public entity
on a full-time or part-time basis.

Employer has the meaning given that
term in section 3(d) of the Fair Labor
Standards Act of 1938, except that it—

(1) Includes non-appropriated fund in-
strumentalities of the United States
Government; and

(2) Excludes the following:

(i) The governments of the United
States, the District of Columbia and
the territories and possessions of the
United States, the 50 States and their
political subdivisions, and any agencies
or instrumentalities of any of the fore-

going, including the United States
Postal Service and Postal Rate Com-
mission.

(if) Any church, or convention or as-
sociation of churches, and any organi-
zation operated, supervised, or con-
trolled by a church, or convention or
association of churches that meets the
following conditions:

§417.150

(A) Is an organization that is de-
scribed in section 501(c)(3) of the Inter-
nal Revenue Code of 1954.

(B) Does not discriminate, in the em-
ployment, compensation, promotion or
termination of employment of any per-
sonnel, or in the granting of staff and
other privileges to physicians or other
health personnel, on the grounds that
the individuals obtain health care
through HMOs, or participate in fur-
nishing health care through HMOs.

Employing entity means an employer
or public entity.

Employing entity-employee contract
means a legally enforceable agreement
(other than a collective bargaining
agreement) between an employing enti-
ty and its employees for the provision
of, or payment for, health benefits for
its employees, or for its employees and
their eligible dependents.

Group enrollment period means the pe-
riod of at least 10 working days each
calendar year during which each eligi-
ble employee is given the opportunity
to select among the alternatives in-
cluded in a health benefits plan.

Health benefits means health benefits
and services.

Health benefits contract means a con-
tract or other agreement between an
employing entity or a designee and a
carrier for the provision of, or payment
for, health benefits to eligible employ-
ees or to eligible employees and their
eligible dependents.

Health benefits plan means any ar-
rangement, to provide or pay for health
services, that is offered to eligible em-
ployees, or to eligible employees and
their eligible dependents, by or on be-
half of an employing entity.

Public entity means the 50 states,
Puerto Rico, Guam, the Virgin Islands,
the Northern Mariana Islands and
American Samoa and their political
subdivisions, the District of Columbia,
and any agency or instrumentality of
the foregoing, and political subdivisions
include counties, parishes, townships,
cities, municipalities, towns, villages,
and incorporated villages.

Qualified HMO means an HMO that
has in effect a determination, made
under subpart D of this part, that the
HMO is an operational, preoperational,
or transitional qualified HMO.
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To offer a health benefits plan means
to make participation in a health bene-
fits plan available to eligible employ-
ees, or to eligible employees and their
eligible dependents regardless of
whether the employing entity makes a
financial contribution to the plan on
behalf of these employees, directly or
indirectly, for example, through pay-
ments on any basis into a health and
welfare trust fund.

[45 FR 72517, Oct. 31, 1980, as amended at 47
FR 19341, May 5, 1982. Redesignated at 52 FR
36746, Sept. 30, 1987, as amended at 58 FR
38077, July 15, 1993; 59 FR 49837, 49843, Sept.
30, 1994]

§417.151 Applicability.

(a) Basic rule. Effective October 24,
1995,1 this subpart applies to any em-
ploying entity that offers a health ben-
efits plan to its employees, meets the
conditions specified in paragraphs (b)
through (e) of this section, and elects
to include one or more qualified HMOs
in the health plan alternatives it offers
its employees.

(b) Number of employees. During any
calendar quarter of the preceding cal-
endar year, the employer or public en-
tity employed an average of not less
than 25 employees.

(¢) Minimum wage. During any cal-
endar quarter of the preceding calendar
year, the employer was required to pay
the minimum wage specified in section
6 of the Fair Labor Standards Act of
1938, or would have been required to
pay that wage but for section 13(a) of
that Act.

(d) Federal assistance under section 317
of the PHS Act. The public entity has a
pending application for, or is receiving,
assistance under section 317 of the PHS
Act.

(e) Employees in HMO’s service area.
At least 25 of the employing entity’s

1Before October 24, 1995, an employing en-
tity that met the conditions specified in
§417.151 was required to include one or more
qualified HMOs, if it received from at least
one qualified HMO a written request for in-
clusion and that request met the timing,
content, and procedural requirements speci-
fied in §417.152.
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employees reside within the HMO’s
service area.

[59 FR 49838, Sept. 30, 1994, as amended at 61
FR 27287, May 31, 1996]

§417.153 Offer of HMO alternative.

(a) Basic rule. An employing entity
that is subject to this subpart and that
elects to include one or more qualified
HMOs must offer the HMO alternative
in accordance with this section.

(b) Employees to whom the HMO option
must be offered. Each employing entity
must offer the option of enrollment in
a qualified HMO to each eligible em-
ployee and his or her eligible depend-
ents who reside in the HMO’s service
area.

(c) Manner of offering the HMO option.
(1) For employees who are represented
by a bargaining representative, the op-
tion of enrollment in a qualified HMO—

(i) Must first be presented to the bar-
gaining representative; and

(i) If the representative accepts the
option, must then be offered to each
represented employee.

(2) For employees not represented by
a bargaining representative, the option
must be offered directly to those em-
ployees.

[59 FR 49839, Sept. 30, 1994, as amended at 61
FR 27287, May 31, 1996]

§417.155 How the HMO option must be
included in the health benefits
plan.

(@) HMO access to employees—(1) Pur-
pose and timing—(i) Purpose. The em-
ploying entity must provide each HMO
included in its health benefits plan fair
and reasonable access to all employees
specified in §417.153(b), so that the
HMO can explain its program in ac-
cordance with §417.124(b).

(i) Timing. The employing entity
must provide access beginning at least
30 days before, and continuing during,
the group enrollment period.

(2) Nature of access. (i) Access must
include, at a minimum, opportunity to
distribute educational literature, bro-
chures, announcements of meetings,
and other relevant printed materials
that meet the requirements of
§417.124(b).

(ii) Access may not be more restric-
tive or less favorable than the access
the employing entity provides to other
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offerors of options included in the
health benefits plan, whether or not
those offerors elect to avail themselves
of that access.

(b) Review of HMO offering materials.
(1) The HMO must give the employing
entity or designee opportunity to re-
view, revise, and approve HMO edu-
cational and offering materials before
distribution.

(2) Revisions must be limited to cor-
recting factual errors and misleading
or ambiguous statements, unless—

(i) The HMO and the employing enti-
ty agree otherwise; or

(ii) Other revisions are required by
law.

(3) The employing entity or designee
must complete revision of the mate-
rials promptly so as not to delay or
otherwise interfere with their use dur-
ing the group enrollment period.

(c) Group enrollment period; prohibition
of restrictions; effective date of HMO cov-
erage—(1) Prohibition of restrictions. If
an employing entity or designee in-
cludes the option of enrollment in a
qualified HMO in the health benefits
plan offered to its eligible employees,
it must provide a group enrollment pe-
riod before the effective date of HMO
coverage. The employing entity may
not impose waiting periods as a condi-
tion of enrollment in the HMO or of
transfer from HMO to non-HMO cov-
erage, or exclusions, or limitations
based on health status.

(2) Effective date of coverage. Unless
otherwise agreed to by the employing
entity, or designee, and the HMO, cov-
erage under the HMO contract for em-
ployees selecting the HMO option be-
gins on the day the non-HMO contract
expires or is renewed without lapse.

(3) Coordination of benefits. Nothing in
this subpart precludes the uniform ap-
plication of coordination of benefits
agreements between the HMOs and the
other carriers that are included in the
health benefits plan.

(d) Continued eligibility for ‘‘free-stand-
ing”’ health benefits—(1) Basic require-
ment. At the request of a qualified
HMO, the employing entity or its des-
ignee must provide that employees se-
lecting the option of HMO membership
will not, because of this selection, lose
their eligibility for free-standing den-
tal, optical, or prescription drug bene-
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fits for which they were previously eli-
gible or would be eligible if selecting a
non-HMO option and that are not in-
cluded in the services provided by the
HMO to its enrollees as part of the
HMO prepaid benefit package.

(2) ““Free-standing’”’ defined. For pur-
poses of this paragraph, the term “‘free-
standing’’ refers to a benefit that—

(i) Is not integrated or incorporated
into a basic health benefits package or
major medical plan, and

(ii) Is—

(A) Offered by a carrier other than
the one offering the basic health bene-
fits package or major medical plan; or

(B) Subject to a premium separate
from the premium for the basic health
benefits package or major medical
plan.

(3) Examples of the employing entity’s
obligation with respect to the continued
eligibility. (i) The health benefits plan
includes a free-standing dental benefit.
The HMO does not offer any dental cov-
erage as part of its health services pro-
vided to members on a prepaid basis.
The employing entity must provide
that employees who select the HMO op-
tion continue to be eligible for dental
coverage. (If the dental coverage is not
optional for employees selecting the
non-HMO option, nothing in this regu-
lation requires that the coverage be
made optional for employees selecting
the HMO option. Conversely, if this
coverage is optional for employees se-
lecting the non-HMO option, nothing in
this regulation requires that the cov-
erage be mandatory for employees se-
lecting the non-HMO option.) -

(if) The non-HMO option provides
free-standing coverage for optical serv-
ices (such as refraction and the provi-
sion of eyeglasses), and the HMO does
not. The employing entity must pro-
vide that employees who select the
HMO option continue to be eligible for
optical coverage.

(iii) The non-HMO option includes
dental coverage in its major medical
package, with a common deductible ap-
plied to dental as well as non-dental
benefits. The HMO provides no dental
coverage as part of its pre-paid health
services. Because the dental coverage
is not free-standing, the employing en-
tity is not required to provide that em-
ployees who select the HMO option
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continue to be eligible for dental cov-
erage, but is free to do so.

(e) Opportunity to select among cov-
erage options: Requirement for affirmative
written selection—(1) Opportunity other
than during a group enrollment period.
The employing entity or designee must
provide opportunity (in addition to the
group enrollment period) for selection
among coverage options, by eligible
employees who meet any of the fol-
lowing conditions:

(i) Are new employees.

(i) Have been transferred or have
changed their place of residence, re-
sulting in—

(A) Eligibility for enrollment in a
qualified HMO for which they were not
previously eligible by place of resi-
dence; or

(B) Residence outside the service
area of a qualified HMO in which they
were previously enrolled.

(iii) Are covered by any coverage op-
tion that ceases operation.

(2) Prohibition of restrictions. When the
employees specified in paragraph (e)(1)
of this section are eligible to partici-
pate in the health benefits plan, the
employing entity or designee must
make available, without waiting peri-
ods or exclusions based on health sta-
tus as a condition, the opportunity to
enroll in an HMO, or transfer from
HMO coverage to non-HMO coverage.

(3) Affirmative written selection. The
employing entity or designee must re-
quire that the eligible employee make
an affirmative written selection in any
of the following circumstances:

(i) Enrollment in a particular quali-
fied HMO is offered for the first time.

(ii) The eligible employee elects to
change from one option to another.

(iii) The eligible employee is one of
those specified in paragraph (e)(1) of
this section.

(f) Determination of copayment levels
and supplemental health services. The se-
lection of a copayment level and of
supplemental health services to be con-
tracted for must be made as follows:

(1) For employees represented by a
collective bargaining representative,
the selection of copayment levels and
supplemental health services is subject
to the collective bargaining process.

(2) For employees not represented by
a bargaining representative, the selec-

42 CFR Ch. IV (10-1-07 Edition)

tion of copayment levels and supple-
mental health services is subject to the
same decisionmaking process used by
the employing entity with respect to
the non-HMO option in its health bene-
fits plan.

(3) In all cases, the HMO has the
right to include, with the basic benefits
package it provides to its enrollees for
a basic health services payment, on a
non-negotiable basis, those supple-
mental health services that meet the
following conditions:

(i) Are required to be offered under
State law.

(if) Are included uniformly by the
HMO in its prepaid benefit package.

(iii) Are available to employees who
select the non-HMO option but not
available to those who select the HMO
option.

[59 FR 49840, Sept. 30, 1994, as amended at 61
FR 27288, May 31, 1996]

§417.156 When the HMO must be of-
fered to employees.

(a) General rules. (1) The employing
entity or designee must offer eligible
employees the option of enrollment in
a qualified HMO at the earliest date
permitted under the terms of existing
agreements or contracts.

(2) If the HMO’s request for inclusion
in a health benefits plan is received at
a time when existing contracts or
agreements do not provide for inclu-
sion, the employing entity must in-
clude the HMO option in the health
benefits plan at the time that new
agreements or contracts are offered or
negotiated.

(b) Specific requirements. Unless mutu-
ally agreed otherwise, the following
rules apply:

(1) Collective bargaining agreement.
The employing entity or designee must
raise the HMO’s request during the col-
lective bargaining process—

(i) When a new agreement is nego-
tiated;

(i) At the time prescribed, in an
agreement with a fixed term of more
than 1 year, for discussion of change in
health benefits; or

(iii) In accordance with a specific
process for review of HMO offers.

(2) Contracts. For employees not cov-
ered by a collective bargaining agree-
ment, the employing entity or designee
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must include the HMO option in any
health benefits plan offered to eligible
employees when the existing contract
is renewed or when a new health bene-
fits contract or other arrangement is
negotiated.

(i) If a contract has no fixed term or
has a term in excess of 1 year, the con-
tract must be treated as renewable on
its earliest anniversary date.

(ii) If the employing entity or des-
ignee is self-insured, the budget year
must be treated as the term of the ex-
isting contract.

(3) Multiple arrangements. In the case
of a health benefits plan that includes
multiple contracts or other arrange-
ments with varying expiration or re-
newal dates, the employing entity
must include the HMO option, in ac-
cordance with paragraphs (b)(1) and
(b)(2) of this section,—

(i) At the time each contract or ar-
rangement is renewed or reissued; or

(if) The benefits provided under the
contract or arrangement are offered to
employees.

[59 FR 49841, Sept. 30, 1994]

§417.157 Contributions for the HMO
alternative.

(@) General principles—(1) Non-
discrimination. The employer contribu-
tion to an HMO must be in an amount
that does not discriminate financially
against an employee who enrolls in an
HMO. A contribution does not discrimi-
nate financially if the method of deter-
mining the contribution is reasonable
and is designed to ensure that employ-
ees have a fair choice among health
benefits plan alternatives.

(2) Effect of agreements or contracts.
The employing entity or designee is
not required to pay more for health
benefits as a result of offering the HMO
alternative than it would otherwise be
required to pay under a collective bar-
gaining agreement or contract that
provides for health benefits and is in
effect at the time the HMO alternative
is included.

(3) Examples of acceptable employer
contributions. The following are meth-
ods that are considered nondiscrim-
inatory:

(i) The employer contribution to the
HMO is the same, per employee, as the
contribution to non-HMO alternatives.
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(ii) The employer contribution re-
flects the composition of the HMO’s en-
rollment in terms of enrollee at-
tributes that can reasonably be used to
predict utilization, experience, costs,
or risk. For each enrollee in a given
class established on the basis of those
attributes, the employer contributes
an equal amount, regardless of the
health benefits plan chosen by the em-
ployee.

(iii) The employer contribution is a
fixed percentage of the premium for
each of the alternatives offered.

(iv) The employer contribution is de-
termined under a mutually acceptable
arrangement negotiated by the HMO
and the employer. In negotiating the
arrangement, the employer may not in-
sist on terms that would cause the
HMO to violate any of the require-
ments of this part.

(4) Adjustment of employer contribu-
tion. An employer contribution deter-
mined by an acceptable method may in
some cases be adjusted if it would re-
sult in a nominal payment or no pay-
ment at all by HMO enrollees (because
the HMO premium is lower than the
premiums for the other alternatives of-
fered). If, for example the employer has
a policy of requiring all employees to
contribute to their health benefits
plan, the employer may require HMO
enrollees who would otherwise pay lit-
tle or nothing at all, to make a pay-
ment that does not exceed 50 percent of
the employee contribution to the prin-
cipal non-HMO alternative. The prin-
cipal non-HMO alternative is the one
that covers the largest number of en-
rollees from the particular employer.

(b) Administrative expenses. (1) In de-
termining the amount of its contribu-
tion to the HMO, the employing entity
or designee may not consider adminis-
trative expenses incurred in connection
with offering any alternative in the
health benefits plan.

(2) However, if the employing entity
or designee has special requirements
for other than standard solicitation
brochures and enrollment literature, it
must, in the case of the HMO alter-
native, determine and distribute any
administrative costs attributable to
those requirements in a manner con-
sistent with its method of determining
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and distributing those costs for the
non-HMO alternatives.

(c) Exclusion for contribution for cer-
tain benefits. In determining the
amount of the employing entity’s con-
tribution or the designee’s cost for the
HMO alternative, the employing entity
or designee may exclude those portions
of the contribution allocable to bene-
fits (such as life insurance or insurance
for supplemental health benefits)—

(1) For which eligible employees and
their eligible dependents are covered
notwithstanding selection of the HMO
alternative; and

(2) That are not offered on a prepay-
ment basis by the HMO to the employ-
ing entity’s employees.

(d) Contributions determined by agree-
ments or contracts or by law. If the spe-
cific amount of the employing entity’s
contribution for health benefits is fixed
by an agreement or contract, or by
law, that amount constitutes the em-
ploying entity’s obligation for con-
tribution toward the HMO premiums.

(e) Allocation of portion of a contribu-
tion determined by an agreement. In some
cases, the employing entity’s contribu-
tion for health benefits is determined
by an agreement that also provides for
benefits other than health benefits. In
that case, the employing entity must
determine, or instruct its designee to
determine, what portion of its con-
tribution is applicable to health bene-
fits.

(f) Retention and availability of data.
Each employing entity or designee
must retain the following data for
three years and make it available to
CMS upon request:

(1) The data used to compute the
level of contribution for each of the
plans offered to employees.

(2) Related data about the employees
who are eligible to enroll in a plan.

(3) A description of the methodology
for computation.

(g) CMS review of data. (1) CMS may
request and review the data specified in
paragraph (f) of this section on its own
initiative or in response to requests
from HMOs or employees.

(2) The purpose of CMS’s review is to
determine whether the methodology
and the level of contribution comply
with the requirements of this subpart.

42 CFR Ch. IV (10-1-07 Edition)

(3) HMOs and employees that request
CMS to review must set forth reason-
able grounds for making the request.

[61 FR 27287, May 31, 1996]

§417.158 Payroll deductions.

Each employing entity that provides
payroll deductions as a means of pay-
ing employees’ contributions for health
benefits or provides a health benefits
plan that does not require an employee
contribution must, with the consent of
an employee who selects the HMO op-
tion, arrange for the employee’s con-
tribution, if any, to be paid through
payroll deductions.

[59 FR 49841, Sept. 30, 1994]

§417.159 Relationship of section 1310
of the Public Health Service Act to
the National Labor Relations Act
and the Railway Labor Act.

The decision of an employing entity
subject to this subpart to include the
HMO alternative in any health benefits
plan offered to its eligible employees
must be carried out consistently with
the obligations imposed on that em-
ploying entity under the National
Labor Relations Act, the Railway
Labor Act, and other laws of similar ef-
fect.

[59 FR 49841, Sept. 30, 1994, as amended at 61
FR 27288, May 31, 1996]

Subpart F—Continued Regulation
of Federally Qualified Health
Maintenance Organizations

SOURCE: 43 FR 32255, July 25, 1978, unless
otherwise noted. Redesignated at 52 FR 36746,
Sept. 30, 1987.

§417.160 Applicability.

This subpart applies to any entity
that has been determined to be a quali-
fied HMO under subpart D of this part.

[59 FR 49841, Sept. 30, 1994]

§417.161 Compliance with assurances.

Any entity subject to this subpart
must comply with the assurances that
it provided to CMS, unless compliance
is waived under §417.166.

[58 FR 38071, July 15, 1993]
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§417.162 Reporting requirements.

Entities subject to this subpart must
submit:

(a) The reports that may be required
by CMS under §417.126, and

(b) Any additional reports CMS may
reasonably require.

[58 FR 38071, July 15, 1993]

§417.163 Enforcement procedures.

(a) Complaints. Any person, group, as-
sociation, corporation, or other entity
may file with CMS a written complaint
with respect to an HMO’s compliance
with assurances it gave under subpart
D of this part. A complaint must—

(1) State the grounds and underlying
facts of the complaint;

(2) Give the names of all persons in-
volved; and

(3) Assure that all appropriate griev-
ance and appeals procedures estab-
lished by the HMO and available to the
complainant have been exhausted.

(b) Investigations. (1) CMS may ini-
tiate investigations when, based on a
report, a complaint, or any other infor-
mation, CMS has reason to believe that
a Federally qualified HMO is not in
compliance with any of the assurances
it gave under subpart D of this part.

(2) When CMS initiates an investiga-
tion, it gives the HMO written notice
that includes a full statement of the
pertinent facts and of the matters
being investigated and indicates that
the HMO may submit, within 30 days of
the date of the notice, a written report
concerning these matters.

(3) CMS obtains any information it
considers necessary to resolve issues
related to the assurances, and may use
site visits, public hearings, or any
other procedures that CMS considers
appropriate in seeking this informa-
tion.

(c) Determination and notice by CMS—
(1) Determination. (i) On the basis of the
investigation, CMS determines wheth-
er the HMO has failed to comply with
any of the assurances it gave under
subpart D of this part.

(if) CMS publishes in the FEDERAL
REGISTER a notice of each determina-
tion of non-compliance.

(2) Notice of determination: Corrective
action. (i) CMS gives the HMO written
notice of the determination.
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(ii) The notice specifies the manner
in which the HMO has not complied
with its assurances and directs the
HMO to initiate the corrective action
that CMS considers necessary to bring
the HMO into compliance.

(iii) The HMO must initiate this cor-
rective action within 30 days of the
date of the notice from CMS, or within
any longer period that CMS determines
to be reasonable and specifies in the
notice. The HMO must carry out the
corrective action within the time pe-
riod specified by CMS in the notice.

(iv) The notice may provide the HMO
an opportunity to submit, for CMS’s
approval, proposed methods for achiev-
ing compliance.

(d) Remedy: Revocation of qualification.
If CMS determines that a qualified
HMO has failed to initiate or to carry
out corrective action in accordance
with paragraph (c)(2) of this section—
(1) CMS revokes the HMO’s qualifica-
tion and notifies the HMO of this ac-
tion.

(2) In the notice, CMS provides the
HMO with an opportunity for reconsid-
eration of the revocation, including, at
the HMO’s election, a fair hearing.

(3) The revocation of qualification is
effective on the tenth calendar day
after the day of the notice unless CMS
receives a request for reconsideration
by that date.

(4) If after reconsideration CMS
again determines to revoke the HMO’s
qualification, this revocation is effec-
tive on the tenth calendar day after
the date of the notice of reconsidered
determination.

(5) CMS publishes in the FEDERAL
REGISTER each determination it makes
under this paragraph (d).

(6) A revocation under this paragraph
(d) has the effect described in §417.164.

(e) Notice by the HMO. Within 15 days
after the date CMS issues a notice of
revocation, the HMO must prepare a
notice that explains, in readily under-
standable language, the reasons for the
determination that it is not a qualified
HMO, and send the notice to the fol-
lowing:

(1) The HMO'’s enrollees.

(2) Each employer or public entity
that has offered enrollment in the HMO
in accordance with subpart E of this
part.
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(3) Each lawfully recognized collec-
tive bargaining representative or other
representative of the employees of the
employer or public entity.

(f) Reimbursement of enrollees for serv-
ices improperly denied, or for charges im-
properly imposed. (1) If CMS determines,
under paragraph (c)(1) of this section,
that an HMO is out of compliance, CMS
may require the HMO to reimburse its
enrollees for the following—

(i) Expenses for basic or supple-
mental health services that the en-
rollee obtained from other sources be-
cause the HMO failed to provide or ar-
range for them in accordance with its
assurances.

(ii) Any amounts the HMO charged
the enrollee that are inconsistent with
its assurances. (Rules applicable to
charges for all enrollees are set forth in
§§417.104 and 417.105. The additional
rules applicable to Medicare enrollees
are in §415.454.)

(2) This paragraph applies regardless
of when the HMO failed to comply with
the appropriate assurances.

(g) Remedy: Civil suit—(1) Applica-
bility. This paragraph applies to any
HMO or other entity to which a grant,
loan, or loan guarantee was awarded,
as set forth in subpart V of this part,
on the basis of its assurances regarding
the furnishing of basic and supple-
mental services or its operation and or-
ganization, as the case may be.

(2) Basis for action. If CMS determines
that the HMO or other entity has failed
to initiate or refuses to carry out cor-
rective action in accordance with para-
graph (c)(2) of this section, CMS may
bring civil action in the U.S. district
court for the district in which the HMO
or other entity is located, to enforce
compliance with the assurances it gave
in applying for the grant, loan, or loan
guarantee.

[59 FR 49841, Sept. 30, 1994]

§417.164 Effect of revocation of quali-
fication on inclusion in employee’s
health benefit plans.

When an HMO’s qualification is re-
voked under §417.163(d), the following
rules apply:

(@) The HMO may not seek inclusion
in employees health benefits plans
under subpart E of this part.

42 CFR Ch. IV (10-1-07 Edition)

(b) Inclusion of the HMO in an em-
ployer’s health benefits plan—

(1) Is disregarded in determining
whether the employer is subject to the
requirements of subpart E of this part;
and

(2) Does not constitute compliance
with subpart E of this part by the em-
ployer.

[59 FR 49842, Sept. 30, 1994, as amended at 61
FR 27288, May 31, 1996]

§417.165 Reapplication for qualifica-
tion.

An entity whose qualification as an
HMO has been revoked by CMS for pur-
poses of section 1310 of the PHS Act
may, after completing the corrective
action required under §417.163(c)(2), re-
apply for a determination of qualifica-
tion in accordance with the procedures
specified in subpart D of this part.

[43 FR 32255, July 25, 1978. Redesignated at 52
FR 36746, Sept. 30, 1987, and amended at 58
FR 38078, July 15, 1993]

§417.166 Waiver of assurances.

(a) General rule. CMS may release an
HMO from compliance with any assur-
ances the HMO gives under subpart D
of this part if—

(1) The qualification requirements
are changed by Federal law; or

(2) The HMO shows good cause, con-
sistent with the purposes of title XIlII
of the PHS Act.

(b) Basis for finding of good cause. (1)
Grounds upon which CMS may find
good cause include but are not limited
to the following:

(i) The HMO has filed for reorganiza-
tion under Federal bankruptcy provi-
sions and the reorganization can only
be approved with the waiver of the as-
surances.

(if) State laws governing the entity
have been changed after it signed the
assurances so as to prohibit the HMO
from being organized and operated in a
manner consistent with the signed as-
surances.

(2) Changes in State laws do not con-
stitute good cause to the extent that
the changes are preempted by Federal
law under section 1311 of the PHS Act.

(c) Consequences of waiver. If CMS
waives any assurances regarding com-
pliance with section 1301 of the PHS
Act, CMS concurrently revokes the

134



Centers for Medicare & Medicaid Services, HHS

HMO’s qualification unless the waiver
is based on paragraph (a)(1) of this sec-
tion.

[59 FR 49842, Sept. 30, 1994, as amended at 61
FR 27288, May 31, 1996]

Subparts G-l [Reserved]

Subpart J—Qualifying Conditions
for Medicare Contracts

SOURCE: 50 FR 1346, Jan. 10, 1985, unless
otherwise noted.

§417.400 Basis and scope.

(a) Statutory basis. The regulations in
this subpart implement section 1876 of
the Act, which authorizes Medicare
payment to HMOs and CMPs that con-
tract with CMS to furnish covered
services to Medicare beneficiaries.

(b) Scope. (1) This subpart sets forth
the requirements an HMO or CMP must
meet in order to enter into a contract
with CMS under section 1876 of the Act.
It also specifies the procedures that
CMS follows to evaluate applications
and make determinations.

(2) The rules for payment to HMOs
and CMPs are set forth in subparts N,
O, and P of this part.

(3) The rules for HCPP participation
in Medicare under section 1833(a)(1)(A)
of the Act are set forth in subpart U of
this part.

[60 FR 45675, Sept. 1, 1995]

§417.401 Definitions.

As used in this subpart and subparts
K through R of this part, unless the
context indicates otherwise—

Adjusted average per capita cost
(AAPCC) means an actuarial estimate
made by CMS in advance of an HMO'’s
or CMP’s contract period that rep-
resents what the average per capita
cost to the Medicare program would be
for each class of the HMO’s or CMP’s
Medicare enrollees if they had received
covered services other than through
the HMO or CMP in the same geo-
graphic area or in a similar area.

Adjusted community rate (ACR) is the
equivalent of the premium that a risk
HMO or CMP would charge Medicare
enrollees independently of Medicare
payments if the HMO or CMP used the
same rates it charges non-Medicare en-
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rollees for a benefit package limited to
covered Medicare services.

Arrangement means a written agree-
ment between an HMO or CMP and an-
other entity, under which—

(1) The other entity agrees to furnish
specified services to the HMO’s or
CMP’s Medicare enrollees;

(2) The HMO or CMP retains respon-
sibility for the services; and

(3) Medicare payment to the HMO or
CMP discharges the beneficiary’s obli-
gation to pay for the services.

Benefit stabilization fund means a fund
established by CMS, at the request of a
risk HMO or CMP, to withhold a por-
tion of the per capita payments avail-
able to the HMO or CMP and pay that
portion in a subsequent contract period
for the purpose of stabilizing fluctua-
tions in the availability of the addi-
tional benefits the HMO or CMP pro-
vides to its Medicare enrollees.

Cost contract means a Medicare con-
tract under which CMS pays the HMO
or CMP on a reasonable cost basis.

Cost HMO or CMP means an HMO or
CMP that has in effect a cost contract
with CMS under section 1876 of the Act
and subpart L of this part.

Demonstration project means a dem-
onstration project under section 402 of
the Social Security Amendments of
1967 (42 U.S.C. 1395b-1) or section 222(a)
of the Social Security Amendments of
1972 (42 U.S.C. 1395b-1 (note)), relating
to the provision of services for which
payment is made under Medicare on a
prospectively determined basis.

Emergency services means covered in-
patient or outpatient services that are
furnished by an appropriate source
other than the HMO or CMP and that
meet the following conditions:

(1) Are needed immediately because
of an injury or sudden illness.

(2) Are such that the time required to
reach the HMO’s or CMP’s providers or
suppliers (or alternatives authorized by
the HMO or CMP) would mean risk of
permanent damage to the enrollee’s
health.

Once initiated, the services continue to
be considered emergency services as
long as transfer of the enrollee to the
HMO’s or CMP’s source of health care
or authorized alternative is precluded
because of risk to the enrollee’s health
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or because transfer would be unreason-
able, given the distance and the nature
of the medical condition.

Geographic area means the area found
by CMS to be the area within which
the HMO or CMP furnishes, or arranges
for furnishing, the full range of serv-
ices that it offers to its Medicare en-
rollees.

Medicare enrollee means a Medicare
beneficiary who has been identified on
CMS records as an enrollee of an HMO
or CMP that has a contract with CMS
under section 1876 of the Act and sub-
part L of this part.

New Medicare enrollee means a Medi-
care beneficiary who—

(1) Enrolls with an HMO or CMP after
the date on which the HMO or CMP
first enters into a risk contract under
subpart L of this part; and

(2) Was not enrolled with the HMO or
CMP at the time he or she became enti-
tled to benefits under Part A or eligible
to enroll in Part B of Medicare.

Risk contract means a Medicare con-
tract under which CMS pays the HMO
or CMP on a risk basis for Medicare
covered services.

Risk HMO or CMP means an HMO or
CMP that has in effect a risk contract
with CMS under section 1876 of the Act
and subpart L of this part.

Urgently needed services means cov-
ered services that are needed by an en-
rollee who is temporarily absent from
the HMO’s or CMP’s geographic area
and that—

(1) Are required in order to prevent
serious deterioration of the enrollee’s
health as a result of unforeseen injury
or illness; and

(2) Cannot be delayed until the en-
rollee returns to the HMO’s or CMP’s
geographic area.

[50 FR 1346, Jan. 10, 1985, as amended at 56
FR 51986, Oct. 17, 1991; 58 FR 38072, July 15,
1993; 60 FR 45675, Sept. 1, 1995]

§417.402 Effective date of initial regu-
lations.

(a) The changes made to section 1876
of the Act by section 114 of the Tax Eqg-
uity and Fiscal Responsibility Act of
1982 became effective on February 1,
1985, the effective date of the initial
implementing regulations.

(b) No new cost plan contracts are ac-
cepted by CMS. CMS will, however, ac-
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cept and approve applications to mod-
ify cost plan contracts in order to ex-
pand service areas, provided they are
submitted on or before September 1,
2006, and CMS determines that the or-
ganization continues to meet regu-
latory requirements and the require-
ments in its cost plan contract. Sec-
tion 1876 cost plan contracts will not be
extended or renewed beyond December
31, 2007, where conditions in paragraph
(c) of this section are present.

(c) Mandatory HMO or CMP and con-
tract non-renewal or service area reduc-
tion. CMS will non-renew all or a por-
tion of an HMO’s or CMP’s contracted
service area using procedures in
§417.492(b) and §417.494(a) for any pe-
riod beginning on or after January 1,
2008, where-

(1) There were two or more coordi-
nated care plan-model MA regional
plans in the same service area or por-
tion of a service area for the entire pre-
vious calendar year meeting the condi-
tions in paragraph (c)(3) of this section;
or

(2) There were two or more coordi-
nated care plan-model MA local plans
in the same service area or portion of a
service area for the entire previous cal-
endar year meeting the conditions in
paragraph (c)(3) of this section.

(3 Minimum enrollment requirements.
(i) With respect to any service area or
portion of a service area that is within
a Metropolitan Statistical Area with a
population of more than 250,000 and
counties contiguous to the Metropoli-
tan Statistical Area, 5,000 enrolled in-
dividuals.

(ii) With respect to any service area
or portion of a service area that is not
within a Metropolitan Statistical Area
described in paragraph (c)(3)(i) of this
section, 1,500 individuals.

[63 FR 35066, June 26, 1998, as amended at 65
FR 40314, June 29, 2000; 67 FR 13288, Mar. 22,
2002; 70 FR 4713, Jan. 28, 2005]

§417.404 General requirements.

(@) In order to contract with CMS
under the Medicare program, an entity
must—

(1) Be determined by CMS to be an
HMO or CMP (in accordance with
§§117.142 and 417.407, respectively); and
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(2) Comply with the contract require-
ments set forth in subpart L of this
part.

(b) CMS enters into or renews a con-
tract only if it determines that action
would be consistent with the effective
and efficient implementation of section
1876 of the Act.

[60 FR 45675, Sept. 1, 1995]

§417.406 Application and determina-
tion.

(a) Responsibility for making determina-
tions. CMS is responsible for deter-
mining whether an entity meets the re-
quirements to be an HMO or CMP.

(b) Application requirements. (1) The
application requirements for HMOs are
set forth in §417.143.

(2) The requirements of §417.143 also
apply to CMPs except that there are no
application fees.

(c) Determination. CMS uses the pro-
cedures set forth in §417.144(a) through
(d) to determine whether an entity is
an HMO or CMP.

(d) Oversight of continuing compliance.
(1) CMS oversees an entity’s continued
compliance with the requirements for
an HMO as defined in §417.1 or for a
CMP as set forth in §417.407.

(2) If an entity no longer meets those
requirements, CMS terminates the con-
tract of that entity in accordance with
§417.494.

[60 FR 45675, Sept. 1, 1995]

§417.407 Requirements for a Competi-
tive Medical Plan (CMP).

(a) General rule. To qualify as a CMP,
an entity must be organized under the
laws of a State and must meet the re-
quirements of paragraphs (b) through
() of this section.

(b) Required services—(1) Basic rule.
Except as provided in paragraph (b)(2)
of this section, the entity furnishes to
its enrollees at least the following
services:

(i) Physicians’ services performed by
physicians.

(ii) Laboratory, x-ray,
and preventive services.

(iii) Out-of-area coverage.

(iv) Inpatient hospital services.

(2) Exception for Medicaid prepay-
ment risk contracts. An entity that
had, before 1970, a Medicaid prepay-

emergency,
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ment risk contract that did not include
provision of inpatient hospital services
is not required to provide those serv-
ices.

(c) Compensation for services. The enti-
ty receives compensation (except for
deductibles, coinsurance, and copay-
ments) for the health care services it
provides to enrollees on a periodic, pre-
paid capitation basis regardless of the
frequency, extent, or kind of services
provided to any enrollee.

(d) Source of physicians’ services. The
entity provides physicians’ services
primarily through—

(1) Physicians who are employees or
partners of the entity; or

(2) Physicians or groups of physicians
(organized on a group or individual
practice basis) under contract with the
entity to provide physicians’ services.

(e) Assumption of financial risk. The
rules set forth in §417.120(b) for HMOs
apply also to CMPs except that ref-
erence to ‘‘basic services’” must be read
as reference to the required services
listed in paragraph (b) of this section.

(f) Protection of enrollees. The entity
provides adequately against the risk of
insolvency by meeting the require-
ments of §§417.120(a) and 417.122 for pro-
tection of enrollees against loss of ben-
efits and liability for payment of any
fees that are the legal responsibility of
the entity.

[60 FR 45675, Sept. 1, 1995]

§417.408

(a) Contents of application. (1) The ap-
plication for a contract must include
supporting information in the form and
detail required by CMS. (2) Whenever
feasible, CMS exempts the HMO or
CMP from resubmittal of information
it has already submitted to CMS in
connection with a determination made
under the provisions of §417.406.

(b) Approval of application. (1) If CMS
approves the application, it gives writ-
ten notice to the HMO or CMP, indi-
cating that it meets the requirements
for either a risk or reasonable cost con-
tract or only for a reasonable cost con-
tract.

(2) If the HMO or CMP is dissatisfied
with a determination that it meets the
requirements only for a reasonable cost

Contract application process.
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contract, it may request reconsider-
ation in accordance with the proce-
dures specified in subpart R of this
part.

(c) Denial of application. If CMS de-
nies the application, it gives written
notice to the HMO or CMP indicating—

(1) That it does not meet the con-
tract requirements under section 1876
of the Act;

(2) The reasons why the HMO or CMP
does not meet the contract require-
ments; and

(3) The HMO’s or CMP’s right to re-
quest reconsideration in accordance
with the procedures specified in sub-
part R of this part.

[50 FR 1346, Jan. 10, 1985, as amended at 56
FR 8853, Mar. 1, 1991; 58 FR 38078, July 15,
1993; 60 FR 45676, Sept. 1, 1995]

§417.410 Qualifying conditions:
eral rules.

(a) Basic requirement. In order to qual-
ify for a contract with CMS under this
subpart, an HMO or CMP must dem-
onstrate its ability to enroll Medicare
beneficiaries and other individuals and
groups and to deliver a specified com-
prehensive range of high quality serv-
ices efficiently, effectively, and eco-
nomically to its Medicare enrollees.

(b) Other qualifying conditions. An
HMO or CMP must meet qualifying
conditions that pertain to operating
experience, enrollment, range of serv-
ices, furnishing of services, and a qual-
ity assurance program.

(c) Standards. Generally, each quali-
fying condition is interpreted by a se-
ries of standards that are used in sur-
veying an HMO or CMP to determine
its qualifications for a Medicare con-
tract.

(d) Application of standards. Applica-
tion of the standards enables the sur-
veyor to determine—

(1) The HMO'’s or CMP’s activities;

(2) The extent to which the HMO or
CMP complies with each condition;

(3) The nature and extent of any defi-
ciencies; and

(4) The need for improvement if CMS
should enter into a contract with the
HMO or CMP.

(e) Requirements for a risk contract. An
HMO or CMP may enter into a risk
contract with CMS if it—

Gen-
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(1) Meets all the applicable require-
ments in the statute and regulations;

(2) Has at least 5,000 enrollees or 1,500
enrollees if it serves a primarily rural
area as defined in §417.413(b)(3);

(3) Has at least 75 Medicare enrollees
or has an acceptable plan to achieve
this Medicare membership within 2
years;

(4) Satisfies CMS that it can bear the
potential losses of a risk contract; and

(5) Has not previously terminated or
failed to renew a risk contract within
the preceding 5 years, unless CMS de-
termines that circumstances warrant
special consideration.

(f) Requirements for a reasonable cost
sontract. An HMO or CMP may enter
into a reasonable cost contract if it
meets one of the following:

(1) The HMO or CMP qualifies for a
risk contract, but chooses a reasonable
cost contract.

(2) The HMO or CMP meets the condi-
tions for entering into a risk contract
specified in paragraph (e) of this sec-
tion except that CMS does not judge
the HMO or CMP capable of bearing the
potential losses of a risk contract.

(9) Regulations on reasonable cost
and risk reimbursement are set forth
in subparts O and P of this part.

[50 FR 20570, May 17, 1985, as amended at 58
FR 38078, July 15, 1993; 60 FR 45676, Sept. 1,
1995]

§417.412 Qualifying condition: Admin-
istration and management.

The HMO or CMP must demonstrate
that it—

(a) Has sufficient administrative ca-
pability to carry out the requirements
of the contract; and

(b) Does not have any agents or man-
agement staff or persons with owner-
ship or control interests who have been
convicted of criminal offenses related
to their involvement in Medicaid,
Medicare, or social service programs
under title XX of the Act.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 45676, Sept. 1,
1995]

§417.413 Qualifying condition: Oper-
ating experience and enrollment.

(a) Condition. The HMO or CMP must

demonstrate that it has operating ex-

perience and an enrolled population
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sufficient to provide a reasonable basis
for establishing a prospective per cap-
ita reimbursement rate or a reasonable
cost reimbursement rate, as appro-
priate.

(b) Standard: Enrollment and operating
experience for HMOs or CMPs to contract
on a risk basis. To be eligible to con-
tract on a risk basis—

(1) A nonrural HMO or CMP must
currently have the following:

(i) At least 5,000 enrollees; and

(ii) At least 75 Medicare enrollees or
a plan acceptable to CMS for achieving
a Medicare enrollment of 75 within 2
years from the beginning of its initial
contract period.

(2) A rural HMO or CMP must cur-
rently have—

(i) At least 1,500 enrollees; and

(ii) At least 75 Medicare enrollees or
a plan acceptable to CMS for achieving
a Medicare enrollment of 75 within 2
years from the beginning of its initial
contract period.

(3) For purposes of this paragraph, an
HMO or CMP is considered rural if at
least 50 percent of its enrollees reside
in nonmetropolitan areas. A nonmetro-
politan area is an area—

(i) No part of which is within a met-
ropolitan statistical area (MSA) as des-
ignated by the Executive Office of
Management and Budget; and

(ii) That does not contain a city
whose population exceeds 50,000 indi-
viduals.

(4) A subdivision or subsidiary of an
HMO or CMP that meets the require-
ments of paragraph (b)(1) or (b)(2) of
this section need not demonstrate that
it meets those requirements as an inde-
pendent unit if the HMO or CMP as-
sumes responsibility for the financial
risk, and adequate management and
supervision of health care services fur-
nished by its subdivision or subsidiary.

(c) Standard: Enrollment and operating
experience for HMOs or CMPs to contract
on a cost basis. To be eligible to con-
tract on a reasonable cost basis, an
HMO or CMP must currently have en-
rollees sufficient in number to provide
a reasonable basis for entering into a
contract, as follows:

(1) At least 1,500 enrollees.

(2) At least 75 Medicare enrollees, or
a plan acceptable to CMS for achiev-
ing—

§417.413

(i) A Medicare enrollment of 75 with-
in 2 years from the beginning of its ini-
tial contract period; and

(ii) At least 250 Medicare enrollees by
the beginning of its fourth contract pe-
riod.

(d) Standard: Composition of enroll-
ment—(1) Requirement. Except as speci-
fied in paragraphs (d)(2) and (e) of this
section, not more than 50 percent of an
HMO’s or CMP’s enrollment may be
Medicare beneficiaries.

(2) Waiver of composition of enrollment
standard. CMS may waive compliance
with the requirements of paragraph
(d)(2) of this section if the HMO or CMP
has made and is making reasonable ef-
forts to enroll individuals who are not
Medicare beneficiaries and it meets one
of the following requirements:

(i) The HMO or CMP serves a geo-
graphic area in which Medicare bene-
ficiaries and Medicaid recipients con-
stitute more than 50 percent of the
population. (CMS does not grant a
waiver that would permit the percent-
age of Medicare and Medicaid enrollees
to exceed the percentage of Medicare
beneficiaries and Medicaid recipients
in the population of the geographic
area.)

(if) The HMO or CMP is owned and
operated by a government entity. The
waiver may be for a period up to three
years after the date the HMO or CMP
first enters into a contract under this
subpart, and may not be extended.

(iii) The HMO or CMP requests waiv-
er of the composition rule because it is
in the public interest. The organization
provides documentation that supports
one of the following:

(A) The organization serves a medi-
cally underserved rural or urban area.

(B) The organization demonstrates a
long-term business and community
service commitment to the area.

(C) The organization believes that a
waiver is necessary to promote man-
aged care choices in an area with lim-
ited or no managed care choices.

(3) Waiver granted on or before October
21, 1986. An HMO or CMP (or a suc-
cessor HMO or CMP) that as of October
21, 1986, had been granted an exception,
waiver, or modification of the require-
ments of paragraph (d)(1) of this sec-
tion, but that does not meet the re-
quirements of paragraph (d)(2) of this
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section, must make (and throughout
the period of the exception, waiver, or
modification continue to make) rea-
sonable efforts to meet scheduled en-
rollment goals, consistent with a
schedule of compliance approved by
CMS.

(i) If CMS determines that the HMO
or CMP has complied, or made signifi-
cant progress toward compliance, with
the approved schedule, and that an ex-
tension is in the best interest of the
Medicare program, CMS may extend
the waiver of modification.

(i) If CMS determines that the HMO
or CMP has not complied with the ap-
proved schedule, CMS may apply the
sanctions described in paragraphs (d)(6)
and (d)(7) of this section.

(4) Basis for application of sanctions.
CMS may, as an alternative to con-
tract termination, apply the sanctions
specified in paragraph (d)(6) of this sec-
tion if CMS determines that the HMO
or CMP is not complying with the re-
quirements in paragraphs (d)(1), (d)(2),
or (d)(3) of this section, as applicable.

(5) Notice of sanction. Before applying
the sanctions specified in paragraph
(d)(6) of this section, CMS sends a writ-
ten notice to the HMO or CMP stating
the proposed action and its basis. CMS
gives the HMO or CMP 15 days after
the date of the notice to provide evi-
dence establishing the HMO’s or CMP’s
compliance with the requirements in
paragraph (d)(1), (d)(2), or (d)(3) of this
section, as applicable.

(6) Sanctions. If, following review of
the HMO’s or CMP’s timely response to
CMS’s notice, CMS determines that an
HMO or CMP does not comply with the
requirements of paragraphs (d)(1),
(d)(2), or (d)(3) of this section, CMS
may apply either of the following sanc-
tions:

(i) Require the HMO or CMP to stop
accepting new enrollment applications
after a date specified by CMS.

(i) Deny payment for individuals
who are formally added or ‘“‘accreted”
to CMS’s records as Medicare enrollees
after a date specified by CMS.

(7) Termination by CMS. In addition to
the sanctions described in paragraph
(d)(6) of this section. CMS may decline
to renew an HMO’s or CMP’s contract
in accordance with §417.492(b), or ter-
minate its contract in accordance with
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§417.494(b) if CMS determines that the
HMO or CMP no longer substantially
meets the requirements of paragraphs
(d)(2), (d)(2), or (d)(3) of this section.

(8) Termination of composition stand-
ard. The 50 percent composition of
Medicare beneficiaries terminates for
all managed care plans on December 31,
1998.

(e) Standard: Open enrollment. (1) Ex-
cept as specified in paragraph (e)(2) of
this section, an HMO or CMP must en-
roll Medicare beneficiaries on a first-
come, first-served basis to the limit of
its capacity and provide annual open
enrollment periods of at least 30 days
duration for Medicare beneficiaries.

(2) CMS may waive the requirement
of paragraph (e)(1) of this section if
compliance would prevent compliance
with the limitation on enrollment of
Medicare beneficiaries and Medicaid
recipients (paragraph (d) of this sec-
tion) or result in an enrollment sub-
stantially nonrepresentative of the
population of the HMO’s or CMP’s geo-
graphic area. The enrollment would be
‘“‘substantially nonrepresentative’ if
the proportion of a subgroup to the
total enrollment exceeded, by 10 per-
cent or more, its proportion of the pop-
ulation in the HMO’s or CMP’s geo-
graphic area, as shown by census data
or other data acceptable to CMS. For
purposes of this paragraph, a subgroup
means a class of Medicare enrollees as
defined in §417.582.

[50 FR 1346, Jan. 10, 1985, as amended at 56
FR 46570, Sept. 13, 1991; 58 FR 38082, July 15,
1993; 60 FR 45676, Sept. 1, 1995; 63 FR 35066,
June 26, 1998]

§417.414 Qualifying condition: Range
of services.

(a) Condition. The HMO or CMP must
demonstrate that it is capable of deliv-
ering to Medicare enrollees the range
of services required in accordance with
this section.

(b) Standard: Range of services fur-
nished by eligible HMOs or CMPs—(1)
Basic requirement. Except as specified in
paragraph (b)(3) of this section, an
HMO or CMP must furnish to its Medi-
care enrollees (directly or through ar-
rangements with others) all the Medi-
care services to which those enrollees
are entitled to the extent that they are
available to Medicare beneficiaries who
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reside in the HMO’s or CMP’s geo-
graphic area but are not enrolled in the
HMO or CMP.

(2) Criteria for availability. The serv-
ices are considered available if—

(i) The sources are located within the
HMO’s or CMP’s geographic area; or

(ii) It is common practice to refer pa-
tients to sources outside that geo-
graphic area.

(3) Exception for hospice care. An HMO
or CMP is not required to furnish hos-
pice care as described in part 418 of this
chapter. However, HMOs or CMPs must
inform their Medicare enrollees about
the availability of hospice care if—

(i) A hospice participating in Medi-
care is located within the HMO’s or
CMP’s geographic area; or

(ii) It is common practice to refer pa-
tients to hospices outside the geo-
graphic area.

(c) Standard: Financial responsibility
for services furnished outside the HMO or
CMP. (1) An HMO or CMP must assume
financial responsibility and provide
reasonable reimbursement for emer-
gency services and urgently needed
services (as defined in §417.401) that are
obtained by its Medicare enrollees
from providers and suppliers outside
the HMO or CMP even in the absence of
the HMO’s or CMP’s prior approval.

(2) An HMO or CMP must assume fi-
nancial responsibility for services that
the Medicare enrollee attempted to ob-
tain from the HMO or CMP, but that
the HMO or CMP failed to furnish or
unreasonably denied, and that are
found, upon appeal by the enrollee
under subpart Q of this part, to be serv-
ices that the enrollee was entitled to
have furnished to him or her by the
HMO or CMP.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38078, July 15, 1993; 60 FR 45677, Sept. 1,
1995]

§417.416 Qualifying
nishing of services.

(a) Condition. The HMO or CMP must
furnish the required services to its
Medicare enrollees through providers
and suppliers that meet applicable
Medicare statutory definitions and im-
plementing regulations. The HMO or
CMP must also ensure that the re-
quired services, additional services,
and any other supplemental services

condition: Fur-
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for which the Medicare enrollee has
contracted are available and accessible
and are furnished in a manner that en-
sures continuity.

(b) Standard: Conformance with condi-
tions of participation, conditions for cov-
erage, and conditions for certification. (1)
Hospitals, SNFs, HHAs, CORFs, and
providers of outpatient physical ther-
apy or speech-language pathology serv-
ices must meet the applicable condi-
tions of participation in Medicare, as
set forth elsewhere in this chapter.

(2) Suppliers must meet the condi-
tions for coverage or conditions for cer-
tification of their services, as set forth
elsewhere in this chapter.

(3) If more than one type of practi-
tioner is qualified to furnish a par-
ticular service, the HMO or CMP may
select the type of practitioner to be
used.

(c) Standard: Physician supervision.
The HMO or CMP must provide for su-
pervision by a physician of other
health care professionals who are di-
rectly involved in the provision of
health care as generally authorized
under section 1861 of the Act. Except as
specified in paragraph (d) of this sec-
tion, with respect to medical services
furnished in an HMO’s or CMP’s clinic
or the office of a physician with whom
the HMO or CMP has a service agree-
ment, the HMO or CMP must ensure
that—

(1) Services furnished by para-
medical, ancillary, and other nonphysi-
cian personnel are furnished under the
direct supervision of a physician;

(2) A physician is present to perform
medical (as opposed to administrative)
services whenever the clinics or offices
are open; and

(3) Each patient is under the care of
a physician.

(d) Exceptions to physician supervision
requirement. The following services may
be furnished without the direct per-
sonal supervision of a physician:

(1) Services of physician assistants
and nurse practitioners (as defined in
§491.2 of this chapter), and the services
and supplies incident to their services.
The conditions for payment, as set
forth in 8§8405.2414 and 405.2415 of this
chapter for services furnished by rural
health clinics and Federally qualified
health centers, respectively, also apply

141



§417.418

when those services are furnished by an
HMO or CMP.

(2) When furnished by an HMO or
CMP, services of clinical psychologists
who meet the qualifications specified
in §410.71(d) of this chapter, and the
services and supplies incident to their
professional services.

(3) When an HMO or CMP contracts
on—

(i) A risk basis, the services of a clin-
ical social worker (as defined at §410.73
of this chapter) and the services and
supplies incident to their professional
services; or

(ii) A cost basis, the services of a
clinical social worker (as defined in
§410.73 of this chapter). Services inci-
dent to the professional services of a
clinical social worker furnished by an
HMO or CMP contracting on a cost
basis are not covered by Medicare and
payment will not be made for these
services.

(e) Standard: Accessibility and con-
tinuity. (1) The HMO or CMP must en-
sure that the required services and any
other services for which Medicare en-
rollees have contracted are accessible,
with reasonable promptness, to the en-
rollees with respect to geographic loca-
tion, hours of operation, and provision
of after hours service. Medically nec-
essary emergency services must be
available twenty-four hours a day,
seven days a week.

(2) The HMO or CMP must maintain
a health (including medical) record-
keeping system through which perti-
nent information relating to the health
care of its Medicare enrollees is accu-
mulated and is readily available to ap-
propriate professionals.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 45677, Sept. 1,
1995; 63 FR 20130, Apr. 23, 1998]

§417.418 Qualifying condition: Quality
assurance program.

(a) Condition. The HMO or CMP must
make arrangements for a quality as-
surance program that meets the re-
quirements of this section.

(b) Standard. An HMO or CMP must
have an ongoing quality assurance pro-
gram that meets the requirements set
forth in §417.106(a).

[58 FR 38072, July 15, 1993]
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Subpart K—Enroliment, Entitle-
ment, and Disenroliment
under Medicare Contract

SOURCE: 50 FR 1346, Jan. 10, 1985, unless
otherwise noted.

§417.420 Basic rules on enrollment
and entitlement.

(a) Enrollment. Individuals who are
entitled to benefits under both Part A
and Part B of Medicare or only Part B
may elect to receive those benefits
through an HMO or CMP that has in ef-
fect a contract with CMS under sub-
part L of this part.

(b) Entitlement. If a Medicare bene-
ficiary enrolls with an HMO or CMP,
CMS pays the HMO or CMP on his or
her behalf for the services to which he
or she is entitled.

(c) Beneficiary liability. (1) The HMO
or CMP may require payment, in the
form of premiums or otherwise, from
individuals for services not covered
under Medicare, as well as deductible
and coinsurance amounts attributable
to Medicare covered services.

(2) As described in §417.448, Medicare
enrollees of risk HMOs or CMPs are lia-
ble for services that they obtain from
sources other than the HMO or CMP,
unless the services are—

(i) Emergency or urgently needed; or

(ii) Determined, on appeal under sub-
part Q of this part, to be services that
should have been furnished by the HMO
or CMP.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38078, July 15, 1993; 60 FR 45677, Sept. 1,
1995]

§417.422 Eligibility to enroll
HMO or CMP.

Except as specified in 8§417.423 and
417.424, an HMO or CMP must enroll,
either for an indefinite period or for a
specified period of at least 12 months,
any individual who—

(@) Is entitled to Medicare benefits
under Parts A and B or under Part B
only;

(b) Lives within the geographic area
served by the HMO or CMP;

(c) Is not enrolled in any other HMO
or CMP that has entered into a con-
tract under subpart L of this part;

(d) During an enrollment period of
the HMO or CMP, completes and signs

in an
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the HMO’s or CMP’s application form
and gives whatever information is re-
quired for enrollment;

(e) Agrees to abide by the HMO’s or
CMP’s rules after they are disclosed to
him or her in connection with the en-
rollment process;

(f) Is not denied enrollment by the
HMO or CMP under a selection policy,
if any, that has been approved by CMS
under §417.424(b); and

(g) Is not denied enrollment by the
HMO or CMP on the basis of any of the
administrative criteria concerning de-
nial of enrollment in §417.424(a).

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38078, July 15, 1993; 60 FR 45677, Sept. 1,
1995]

§417.423 Special rules: ESRD and hos-
pice patients.

(a) ESRD patients. (1) A Medicare ben-
eficiary who has been medically deter-
mined to have end-stage renal disease
is not eligible to enroll in an HMO or
CMP.

(2) However, if a beneficiary is al-
ready enrolled in an HMO or CMP when
he or she is determined to have end-
stage renal disease, the HMO or CMP—

(i) Must reenroll the beneficiary as
required by §417.434; and

(if) May not disenroll the beneficiary
except as provided in §417.460.

(b) Hospice patients. A Medicare bene-
ficiary who elects hospice care under
§418.24 of this chapter is not eligible to
enroll in an HMO or CMP as long as the
hospice election remains in effect.

[60 FR 45677, Sept. 1, 1995]

§417.424 Denial of enrollment.

(a) Basis for denial. An HMO or CMP
may deny enrollment to an individual
who meets the criteria of §417.422 if ac-
ceptance would—

(1) Cause the number of enrollees who
are Medicare or Medicaid beneficiaries
to exceed 50 percent of the HMO’s or
CMP’s total enrollment;

(2) Prevent the HMO or CMP from
complying with any of the other con-
tract qualifying conditions set forth in
subpart J of this part;

(3) Require the HMO or CMP to ex-
ceed its enrollment capacity; or

(4) Cause the enrollment to become
substantially nonrepresentative of the

§417.426

general population in the HMO’s or
CMP’s geographic area.

(b) Selection policies. (1) Denial under
paragraph (a)(4) of this section must be
in accordance with written selection
policies approved by CMS. (2) Enroll-
ment of individuals will not be consid-
ered to make the enrollment of the
HMO or CMP substantially nonrep-
resentative of the general population
in the HMO’s or CMP’s geographic area
unless, as a result of the enrollment,
the proportion of the subgroup of en-
rollees to which the enrollee belongs as
compared to the HMO’s or CMP’s total
enrollment exceeds by at least ten per-
cent the subgroup’s proportion of the
general population in the geographic
area of the HMO or CMP. (A subgroup
is a class of Medicare enrollees of an
HMO or CMP that CMS constructs on
the basis of actuarial factors.)

[50 FR 1346, Jan. 10, 1985; 50 FR 20570, May 17,
1985, as amended at 58 FR 38078, July 15, 1993;
60 FR 45677, Sept. 1, 1995]

§417.426 Open
ments.

enrollment require-

(a) Basic requirements. (1) HMOs or
CMPs must provide open enrollment
for Medicare beneficiaries for at least
30 consecutive days during each con-
tract year.

(2) During open enrollment, the HMO
or CMP must enroll eligible Medicare
beneficiaries in the order in which
their applications are received and
until its enrollment capacity Iis
reached.

(3) The HMO or CMP may accept ap-
plications from Medicare beneficiaries
after it has reached capacity if it
places those individuals on a waiting
list and enrolls them in chronological
order as vacancies occur.

(4) An HMO or CMP with a risk con-
tract must accept applications from el-
igible Medicare beneficiaries during
the month of November 1998.

(b) Capacity to accept new enrollees. (1)
If an HMO or CMP chooses to limit en-
rollments because of its capacity, it
must notify CMS at least 90 days be-
fore the beginning of its open enroll-
ment period and, at that time, provide
CMS with its reasons for limiting en-
rollment.
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(2) CMS evaluates the HMO’s or
CMP’s submittal under paragraph (b)(1)
of this section.

(3) The HMO or CMP must promptly
notify CMS if there is any change in its
enrollment capacity.

(c) Reserved vacancies. (1) Subject to
CMS’s approval, an HMO or CMP may
set aside a reasonable number of vacan-
cies for an anticipated new group con-
tract or for anticipated new enrollees
under an existing group contract that
will have its enrollment period after
the Medicare open enrollment period
during the contract year.

(2) Any set aside vacancies that are
not filled within a reasonable time
after the beginning of the group con-
tract enrollment period must be made
available to Medicare beneficiaries and
other nongroup applicants under the
requirements of this subpart.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38079, July 15, 1993; 60 FR 45677, Sept. 1,
1995; 63 FR 35066, June 26, 1998]

§417.428 Marketing activities.

(a) Required marketing activities. An
HMO or CMP must meet the following
requirements:

(1) Offer its plan to Medicare bene-
ficiaries and provide to those inter-
ested in enrolling, adequate written de-
scriptions of the HMO’s or CMP’s rules,
procedures, benefits, fees and other
charges, services, and other informa-
tion necessary for beneficiaries to
make an informed decision about en-
rollment.

(2) Notify the general public of its en-
rollment period (whether time limited
or continuous) in an appropriate man-
ner  through appropriate media,
throughout its enrollment area.

(3) Submit all marketing materials
to CMS at least 45 days before their
planned distribution.

(4) Include in the HMO’s or CMP’s
written materials provided to prospec-
tive enrollees prior to enrollment, no-
tice that the HMO or CMP is author-
ized by law to terminate or refuse to
renew its contract with CMS, that CMS
may also choose to terminate or refuse
to renew its contact with the HMO or
CMP and that termination or non-
renewal may result in termination of
the individual’s enrollment in the HMO
or CMP.
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(b) Prohibited marketing activities—
general. In offering its plan to Medicare
beneficiaries, an HMO or CMP may not
engage in any of the following prac-
tices or activities:

(1) Practices that are discriminatory.
For example, the HMO or CMP may not
engage in any activity intended to re-
cruit Medicare beneficiaries from high-
er income areas (usually an indicator
of better health) without making a
comparable effort to enroll Medicare
beneficiaries from lower income areas.

(2) Activities that could mislead or
confuse Medicare beneficiaries, or mis-
represent the HMO or CMP its mar-
keting representatives, or CMS. For ex-
ample, the HMO or CMP may not claim
that it is recommended or endorsed by
CMS or that CMS recommends that the
beneficiary enroll in the HMO or CMP.
It may, however, explain that the enti-
ty is approved as an HMO or CMP for
purposes of participation in Medicare.

(3) Offers of gifts or payment as an
inducement to enroll in the HMO or
CMP. This does not prohibit the expla-
nation of any legitimate benefits the
beneficiary might obtain as an enrollee
of the HMO or CMP such as eligibility
to enroll in a supplemental benefit
plan that covers deductibles and coin-
surance or preventive services.

(4) Door-to-door solicitation of Medi-
care beneficiaries.

(5) Distribution of marketing mate-
rials if, before the expiration of the 45-
day period described in paragraph (a)(3)
of this section, the HMO or CMP re-
ceives written notice from CMS that
CMS has disapproved the material be-
cause it is inaccurate or misleading or
it misrepresents the HMO or CMP, its
marketing representatives or CMS.

(c) Marketing activities of risk HMOs or
CMPs In addition to the generally per-
mitted or prohibited marketing activi-
ties described in paragraphs (a) and (b)
of this section, a risk HMO or CMP
must provide potential Medicare en-
rollees with adequate written descrip-
tions of the additional benefits or serv-
ices, or reductions in premiums, de-
ductible or copayments that may per-
tain under payment on a risk basis.

[50 FR 1346, Jan. 10, 1985, as amended at 52
FR 8901, Mar. 20, 1987; 56 FR 46570, Sept. 13,
1991; 58 FR 38082, July 15, 1993; 60 FR 45677,
Sept. 1, 1995]

144



Centers for Medicare & Medicaid Services, HHS

§417.430 Application procedures.

(a) Application forms. (1) The applica-
tion form must comply with CMS in-
structions regarding format and con-
tent and must include the beneficiary’s
signature and authorization for disclo-
sure and exchange of necessary infor-
mation between CMS and the HMO or
CMP.

(2) The HMO or CMP must file and re-
tain application forms for the period
specified in CMS instructions.

(b) Handling of applications. An HMO
or CMP must have an effective system
for receiving, controlling, and proc-
essing applications from Medicare
beneficiaries. The system must meet
the following conditions and require-
ments:

(1) Each application is dated as of the
day it is received.

(2) Applications are processed in
chronological order by date of receipt.

(3) The HMO or CMP gives the bene-
ficiary prompt written notice of ac-
ceptance or rejection of the applica-
tion.

(4) The notice of acceptance—

(i) Specifies the date on which the
HMO or CMP will request CMS to make
the enrollment effective; or

(i) If the HMO or CMP is currently
enrolled to capacity, explains the pro-
cedures that will be followed when va-
cancies occur.

(5) The notice of denial explains the
reason for denial.

(6) The HMO or CMP transmits the
information necessary for CMS to add
the beneficiary to its records of the
HMO’s or CMP’s Medicare enrollees—

(i) Within 30 days from the date of
application or from the date a vacancy
occurs for an applicant who was ac-
cepted (for future enrollment) while
there were no vacancies; or

(i) Within an additional period of
time approved by CMS on a showing by
the HMO or CMP that it needs more
time.

(7) The HMO or CMP promptly noti-
fies the beneficiary of the effective
month of his or her enrollment as a
Medicare enrollee, when it receives
that information from CMS.

(8) If the HMO or CMP accepts appli-
cations while it is enrolled to capacity,
its procedures ensure that vacancies
are filled in chronological order by

§417.432

date of application of beneficiaries who
are still eligible to enroll, unless that
would result in failure to comply with
any of the qualifying conditions set
forth in §417.413.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 45677, Sept. 1,
1995]

§417.432 Conversion of enrollment.

(a) Basic rule. An HMO or CMP must
accept as a Medicare enrollee any indi-
vidual who is enrolled in the HMO or
CMP for the month immediately before
the month in which he or she is enti-
tled to both Medicare Parts A and B or
Part B only.

(b) Effective date of conversion. Unless
the individual chooses to disenroll
from the HMO or CMP the individual’s
conversion to a Medicare enrollee is ef-
fective the month in which he or she is
entitled to both Medicare Parts A and
B or Part B only.

(c) Prohibition against disenrollment.
An HMO or CMP may not disenroll an
individual who is converting under the
provisions of paragraph (a) of this sec-
tion unless one of the conditions speci-
fied in §417.460 is met.

(d) Application form. The individual
who is converting must sign an appli-
cation form as described in §417.430(a).

(e) Expedited submittal of information
to CMS. The HMO or CMP must notify
CMS, within the following time frames,
of the enrollee’s authorization for dis-
closure and exchange of information
and the information necessary for CMS
to include the enrollee in its records as
a Medicare enrollee of the HMO or
CMP:

(1) At least 30, but no earlier than 90,
days before the enrollee—

(i) Attains age 65; or

(ii) Reaches his or her 25th month of
entitlement to social security dis-
ability benefits under title Il of the Act
or railroad retirement disability bene-
fits under section 7(d) of the Railroad
Retirement Act of 1974.

(2) Within 30 days after the enrollee
initiates a course of renal dialysis, or
on or before the day he or she enters a
hospital in anticipation of a Kkidney
transplant.

[50 FR 1346, Jan. 10, 1985, as amended at 56

FR 46570, Sept. 13, 1991; 58 FR 38082, July 15,
1993; 60 FR 45677, Sept. 1, 1995]
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§417.434 Reenrollment.

If an HMO or CMP requires periodic
reenrollment, it must reenroll Medi-
care enrollees unless there is a basis
for disenrollment as set forth in
§417.460.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993]

§417.436 Rules for enrollees.

(a) Maintaining rules. An HMO or
CMP must maintain written rules that
deal with, but need not be limited to
the following:

(1) All benefits provided under the
contract, as described in §417.440.

(2) How and where to obtain services
from or through the HMO or CMP.

(3) The restrictions on coverage for
services furnished from sources outside
a risk HMO or CMP, other than emer-
gency services and urgently needed
services (as defined in §417.401).

(4) The obligation of the HMO or
CMP to assume financial responsibility
and provide reasonable reimbursement
for emergency services and urgently
needed services as required by
§417.414(c).

(5) Any services other than the emer-
gency or urgently needed services that
the HMO or CMP chooses to provide as
permitted by this part, from sources
outside the HMO or CMP. A cost HMO
or CMP must disclose that the enrollee
may receive services through any
Medicare providers and suppliers.

(6) Premium information, including
the amount (or if the amount cannot
be included, the telephone number of
the source from which this information
may be obtained) and the procedures
for paying premiums and other charges
for which enrollees may be liable.

(7) Grievance and appeal procedures.

(8) Disenrollment rights.

(9) The obligation of an enrollee who
is leaving the HMO’s or CMP’s geo-
graphic area for more than 90 days to
notify the HMO or CMP of the move or
extended absence and the HMO’s or
CMP’s policies concerning retention of
enrollees who leave the geographic
area for more than 90 days, as de-
scribed in §417.460(a)(2).

(10) The expiration date of the Medi-
care contract with CMS and notice
that both CMS and the HMO or CMP

42 CFR Ch. IV (10-1-07 Edition)

are authorized by law to terminate or
refuse to renew the contract, and that
termination or nonrenewal of the con-
tract may result in termination of the
individual’s enrollment in the HMO or
CMP.

(11) Advance directives as specified in
paragraph (d) of this section.

(12) Any other matters that CMS
may prescribe.

(b) Availability of rules. The HMO or
CMP must furnish a copy of the rules
to each Medicare enrollee at the time
of enrollment and at least annually
thereafter.

(c) Changes in rules. If an HMO or
CMP changes its rules, it must submit
the changes to CMS in accordance with
§417.428(a)(3), and notify its Medicare
enrollees of the changes at least 30
days before the effective date of the
changes.

(d) Advance directives. (1) An HMO or
CMP must maintain written policies
and procedures concerning advance di-
rectives, as defined in §489.100 of this
chapter, with respect to all adult indi-
viduals receiving medical care by or
through the HMO or CMP and are re-
quired to:

(i) Provide written information to
those individuals concerning—

(A) Their rights under the law of the
State in which the organization fur-
nishes services (whether statutory or
recognized by the courts of the State)
to make decisions concerning such
medical care, including the right to ac-
cept or refuse medical or surgical
treatment and the right to formulate,
at the individual’s option, advance di-
rectives. Providers are permitted to
contract with other entities to furnish
this information but are still legally
responsible for ensuring that the re-
quirements of this section are met.
Such information must reflect changes
in State law as soon as possible, but no
later than 90 days after the effective
date of the State law; and

(B) The HMO’s or CMP’s written poli-
cies respecting the implementation of
those rights, including a clear and pre-
cise statement of limitation if the
HMO or CMP cannot implement an ad-
vance directive as a matter of con-
science. At a minimum, this statement
should:
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(1) Clarify any differences between
institution-wide conscience objections
and those that may be raised by indi-
vidual physicians;

(2) Identify the state legal authority
permitting such objection; and

(3) Describe the range of medical con-
ditions or procedures affected by the
conscience objection.

(i) Provide the information specified
in paragraphs (d)(1)(i) of this section to
each enrollee at the time of initial en-
rollment. If an enrollee is incapaci-
tated at the time of initial enrollment
and is unable to receive information
(due to the incapacitating condition or
a mental disorder) or articulate wheth-
er or not he or she has executed an ad-
vance directive, the HMO or CMP may
give advance directive information to
the enrollee’s family or surrogate in
the same manner that it issues other
materials about policies and proce-
dures to the family of the incapaci-
tated enrollee or to a surrogate or
other concerned persons in accordance
with State law. The HMO or CMP is
not relieved of its obligation to provide
this information to the enrollee once
he or she is no longer incapacitated or
unable to receive such information.
Follow-up procedures must be in place
to ensure that the information is given
to the individual directly at the appro-
priate time.

(iii) Document in the individual’s
medical record whether or not the indi-
vidual has executed an advance direc-
tive;

(iv) Not condition the provision of
care or otherwise discriminate against
an individual based on whether or not
the individual has executed an advance
directive;

(v) Ensure compliance with require-
ments of State law (whether statutory
or recognized by the courts of the
State) regarding advance directives;

(vi) Provide for education of staff
concerning its policies and procedures
on advance directives; and

(vii) Provide for community edu-
cation regarding advance directives
that may include material required in
paragraph (d)(1)(i)(A) of this section,
either directly or in concert with other
providers or entities. Separate commu-
nity education materials may be devel-
oped and used, at the discretion of the

§417.440

HMO or CMP. The same written mate-
rials are not required for all settings,
but the material should define what
constitutes an advance directive, em-
phasizing that an advance directive is
designed to enhance an incapacitated
individual’s control over medical treat-
ment, and describe applicable State
law concerning advance directives. An
HMO or CMP must be able to document
its community education efforts.

(2) The HMO or CMP—(i) Is not re-
quired to provide care that conflicts
with an advance directive.

(i) Is not required to implement an
advance directive if, as a matter of
conscience, the HMO or CMP cannot
implement an advance directive and
State law allows any health care pro-
vider or any agent of such provider to
conscientiously object.

(3) The HMO or CMP must inform in-
dividuals that complaints concerning
non-compliance with the advance di-
rective requirements may be filed with
the State survey and certification
agency.

[58 FR 38072, July 15, 1993, as amended at 59
FR 49843, Sept. 30, 1994; 60 FR 33292, June 27,
1995]

§417.440 Entitlement to health care
services from an HMO or CMP.

(a) Basic rules. (1) Subject to the con-
ditions and limitations set forth in this
subpart, a Medicare enrollee of an HMO
or CMP is entitled to receive health
care services and supplies directly
from, or through arrangements made
by, the HMO or CMP as specified in
this section and 8§§417.442-417.446.

(2) A Medicare enrollee is also enti-
tled to receive timely and reasonable
payment directly (or have payment
made on his or her behalf) for services
he or she obtained from a provider or
supplier outside the HMO or CMP if
those services are—

(i) Emergency services or urgently
needed services as defined §417.401;

(ii) Services denied by the HMO or
CMP and found (upon appeal under sub-
part Q of this part) to be services the
enrollee was entitled to have furnished
by the HMO or CMP.

(b) Scope of services—(1) Part A and
Part B services. Except as specified in
paragraphs (c), (d), and (e) of this sec-
tion, a Medicare enrollee is entitled to
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receive from an HMO or CMP all the
Medicare-covered services that are
available to individuals residing in the
HMO’s or CMP’s geographic area, as
follows:

(i) Medicare Part A and Part B serv-
ices if the enrollee is entitled to bene-
fits under both programs.

(ii) Medicare Part B services if the
enrollee is entitled only under that
program.

(2) Supplemental services elected by an
enrollee. (i) Except as provided under
paragraph (b)(2)(ii) of this section, a
Medicare enrollee of an HMO or CMP
may elect to pay for optional services
that are offered by the HMO or CMP in
addition to the covered Part A and
Part B services.

(if) An HMO or CMP may elect to
provide qualified prescription drug cov-
erage (as defined at §423.104 of this
chapter) as an optional supplemental
service in accordance with the applica-
ble requirements under part 423 of this
chapter, including §423.104(f)(4) of this
chapter.

(iii) The HMO or CMP may not set
health status standards for those en-
rollees whom it accepts for these op-
tional supplemental services.

(3) Supplemental services imposed by a
risk HMO or CMP. (i) Subject to CMS’s
approval, a risk HMO or CMP may re-
quire Medicare enrollees to accept and
pay for services in addition to those
covered by Medicare. (ii) If the HMO or
CMP elects this option, it must impose
the requirement on all Medicare enroll-
ees, without regard to health status.
(iii) CMS approves supplemental bene-
fits of this type if CMS determines that
imposition of the requirements will not
discourage other Medicare bene-
ficiaries from enrolling in the risk
HMO or CMP.

(4) Additional benefits from risk HMOs
or CMPs required by statute. Subject to
the conditions stated in §417.442, a new
Medicare enrollee or a current nonrisk
Medicare enrollee who converts to risk
reimbursement under §417.444 is eligi-
ble to receive, in addition to the cov-
ered Part A and Part B benefits for
which he or she is eligible, benefits
consisting of one or both of the fol-
lowing:

(i) A reduction
CMP’s premium

in the HMO’s or
rate or in other
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charges for services furnished to Medi-
care enrollees.

(ii) Provision of health benefits or
services beyond the required Part A
and Part B coverage.

(5) Special supplemental benefits. Under
conditions described in §417.444(c), cur-
rent nonrisk Medicare enrollees who
are not converted to the risk portion of
the contract, may enroll in a special
supplemental plan, if offered by the
HMO or CMP, for some or all of the ad-
ditional benefits described in para-
graph (b)(4) of this section.

(c) Limitation on hospice care—(1) Ex-
tent of limitation. (i) Basic rule. Except
as provided in paragraph (c)(1)(ii) of
this section, a Medicare enrollee who
elects to receive hospice care under
§418.24 of this chapter waives the right
to receive from the HMO or CMP any
Medicare services (including services
equivalent to hospice care) that are re-
lated to the terminal condition for
which the enrollee elected hospice
care, or to a related condition.

(i) Exception. An enrollee who elects
hospice care retains the right to serv-
ices furnished by his or her attending
physician if that physician—

(A) Is an employee or contractor of
the HMO or CMP; and

(B) Is not an employee of the des-
ignated hospice and does not receive
compensation from the hospice for
those services.

(2) Effective date of limitation. The
limitation in paragraph (c)(1) of this
section begins on the effective date of
the beneficiary’s election of hospice
care and remains in effect until the
earlier of the following:

(i) The effective date of the enrollee’s
revocation of the election of hospice
care as described in §418.28 of this
chapter.

(ii) The date the enrollee exhausts
his or her hospice benefits.

(3) Payment to HMO or CMP. For the
period that the Medicare enrollee’s
election of hospice care is in effect,
CMS pays a cost HMO or CMP only as
described in §417.585.

(d) Limitation on provision of inpatient
hospital services. If a beneficiary’s effec-
tive date of coverage, as specified in
§417.450, in a risk HMO or CMP occurs
during an inpatient stay in a hospital
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paid for under part 412 of this chapter,
the HMO or CMP—

(1) Is not responsible for the provi-
sion of any of the inpatient hospital
services under Part A during the stay
and is not required to pay for those
services;

(2) Must assume responsibility for
payment for or provision of inpatient
hospital services under Part A on the
day after the day of discharge from the
inpatient stay; and

(3) Is responsible for the full scope of
services under paragraph (b) of this
section, other than inpatient hospital
services under Part A, beginning on the
effective date of enrollment.

(e) Extension of provision of inpatient
hospital services. If an enrollee’s effec-
tive date of disenrollment, as defined
by §417.460, occurs during an inpatient
stay in a hospital paid for under part
412 of this chapter and the stay is pro-
vided or arranged for by the HMO or
CMP, or the HMO or CMP is financially
responsible for the hospitalization
under paragraph (a)(2) of this section,
the HMO or CMP—

(1) Is financially responsible for pay-
ment of the inpatient services under
Part A through the date the bene-
ficiary is discharged from the inpatient
stay; and

(2) Is not responsible for the provi-
sion of services, furnished on or after
the effective date of disenrollment,
other than inpatient hospital services
under Part A.

(f) Notice of noncoverage of inpatient
hospital care. (1) If an enrollee is an in-
patient of a hospital, entitlement to in-
patient hospital care continues until
he or she receives notice of noncov-
erage of that care.

(2) Before giving notice of noncov-
erage, the HMO or CMP must obtain
the concurrence of its affiliated physi-
cian responsible for the hospital care of
the enrollee, or other physician as au-
thorized by the HMO or CMP.

(3) The HMO or CMP must give the
enrollee written notice that includes
the following:

(i) The reason why inpatient hospital
care is no longer needed.

(if) The effective date of the enroll-
ee’s liability for continued inpatient
care.

(iii) The enrollee’s appeal rights.

§417.442

(4) If the HMO or CMP delegates to
the hospital the determination of non-
coverage of inpatient care, the hospital
obtains the concurrence of the HMO- or
CMP-affiliated physician responsible
for the hospital care of the enrollee, or
other physician as authorized by the
HMO or CMP, and sends notice, fol-
lowing the procedures set forth in
§412.42(c)(3) of this chapter.

[50 FR 1346, Jan. 10, 1985; 50 FR 20570, May 17,
1985, as amended at 52 FR 8901, Mar. 20, 1987;
58 FR 38079, July 15, 1993; 59 FR 59941, Nov. 21,
1994; 60 FR 45678, Sept. 1, 1995; 70 FR 4525,
Jan. 28, 2005]

§417.442 Risk HMO’s and CMP’s: Con-
ditions for provision of additional
benefits.

(a) General rule. Except as provided in
paragraph (b) of this section, a risk
HMO or CMP must, during any con-
tract period, provide to its Medicare
enrollees the additional benefits de-
scribed in §417.440(b)(4) if its ACRs (cal-
culated in accordance with §417.594) are
less than the average per capita rates
that CMS pays for the Medicare enroll-
ees during the contract period.

(b) Exceptions—(1) Reduced payment
election. An HMO or CMP is not obli-
gated to furnish additional services
under paragraph (a) of this section if it
has requested a reduction in its month-
ly payment from CMS under §417.592(e),
and it—

(i) Elects to receive reduced payment
so that there is no difference between
the average of its per capita rates of
payment and its ACR; or

(if) Elects to receive partially re-
duced payment and furnish Medicare
enrollees with additional benefits de-
scribed in §417.440 (b)(4) so that the
combined value of benefits and reduced
payment is equivalent to the difference
between the average of its per capita
rates of payment and its ACR.

(2) Benefit stabilization fund. An HMO
or CMP may elect to have a part of the
value of the additional benefits it must
provide under paragraph (a) of this sec-
tion withheld in a benefit stabilization
fund as described in §417.596.

[50 FR 1346, Jan. 10, 1985; 50 FR 20570, May 17,
1985; 58 FR 38082, July 15, 1993; 60 FR 45678,
Sept. 1, 1995]
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§417.444 Special rules for certain en-
rollees of risk HMOs and CMPs.

(a) Applicability. This section applies
to any Medicare enrollee of a risk HMO
or CMP who meets the following condi-
tions:

(1) On February 1,
rolled—

(i) In an HMO or CMP that had in ef-
fect a cost contract entered into under
section 1876 of the Act in accordance
with regulations in effect before Feb-
ruary 1, 1985; or

(ii) In an HCPP that was being reim-
bursed on a reasonable cost basis under
section 1833(a)(1)(A) of the Act.

(2) Has continued enrollment in the
same entity without interruption or
disenrolled after February 1, 1985, and
later reenrolled in the same entity.

(b) Retention of nonrisk status—(1) A
“‘nonrisk’ enrollee is a Medicare bene-
ficiary who meets the conditions of
paragraph (a) of this section and is en-
rolled in an entity that enters into a
risk contract as an HMO or CMP. A
“nonrisk’ enrollee may retain nonrisk
status indefinitely unless CMS deter-
mines under paragraph (c)(1) of this
section, that the enrollee’s status must
be changed, or the enrollee requests
the change, as provided in paragraph
(c)(2) of this section.

(2) A nonrisk enrollee of a risk HMO
or CMP is not entitled to additional
benefits under §417.442.

(c) Conversion to risk status—(1) Con-
version based on CMS determination. If
CMS determines that, for administra-
tive reasons or because there are fewer
than 75 current nonrisk Medicare en-
rollees remaining in the HMO or CMP,
all of its nonrisk Medicare enrollees
must be covered under the risk provi-
sions of the contract, the conversion
process is as follows:

(i) CMS notifies each affected en-
rollee of the decision at least 90 days
prior to the effective date.

(i) The nonrisk Medicare enrollees
complete and sign forms stating that
they understand and accept the new
rules and benefits that will be applica-
ble to them.

(iii) The HMO or CMP notifies each
affected enrollee, in writing, at least 30
days in advance, of the date upon
which his or her coverage under the

1985, was en-
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risk portion of the contract takes ef-
fect.

(2) Conversion based on enrollee’s re-
quest. A nonrisk Medicare enrollee re-
quests, using a form identical or simi-
lar to the form described in paragraph
(c)(1) of this section, that he or she be
covered under the risk portion of the
contract.

(d) Notification. An HMO or CMP con-
verting from a cost contract to a risk
contract must, within 60 days of sign-
ing the risk contract, inform nonrisk
enrollees of their right to remain
nonrisk Medicare enrollees or to con-
vert to risk enrollment at any time in
accordance with paragraph (c)(2) of this
section.

[58 FR 38073, July 15, 1993]
§417.446 [Reserved]

§417.448 Restriction on payments for
services received by Medicare en-
rollees of risk HMOs or CMPs.

(a) Basic rule. Except for emergency
and urgently needed services as defined
in §417.401, risk HMOs or CMPs are not
required to make payments to or on be-
half of certain Medicare enrollees, for
any services received by the enrollees
that are not provided—

(1) Directly by the HMO or CMP; or

(2) Through arrangements made by
the HMO or CMP.

(b) Application. The restriction on
payments for services imposed by para-
graph (a) of this section applies to serv-
ices received by—

(1) New Medicare enrollees;

(2) Nonrisk Medicare enrollees who
convert to risk reimbursement; and

(3) Nonrisk Medicare enrollees who
elect special supplemental benefit
plans.

(c) End of restriction. The restriction
of payments imposed by paragraph (a)
of this section ends when a Medicare
enrollee leaves the HMO’s or CMP’s ge-
ographic area for an extended period as
defined in §471.460(a)(2) and the HMO or
CMP and the enrollee make arrange-
ments for enrollment to continue as
provided in §417.460(a)(2)(iv).

(d) Timing. The effective date for the
end of the restriction on payments, as
discussed in paragraph (c) of this sec-
tion is the first day of the first month
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following the month in which the en-
rollee notifies the HMO or CMP as re-
quired in §417.436(a)(9), that he or she
has left the HMO’s or CMP’s geo-
graphic area for an extended period.

[51 FR 28573, Aug. 8, 1986, as amended at 56
FR 46571, Sept. 13, 1991; 58 FR 38079, July 15,
1993]

§417.450 Effective date of coverage.

(a) Basic rules. Except as specified in
paragraph (b) of this section, and not-
withstanding the provisions of
§417.440(d).

(1) CMS’s liability for payments to an
HMO or CMP on behalf of a Medicare
beneficiary begins on the first day of
the month in which he or she is—

(i) Entitled to Medicare benefits; and

(ii) Enrolled in an HMO or CMP; and

(2) The effective month of coverage
may not be earlier than the first
month after, nor later than the third
month after the month in which CMS
receives the information necessary to
include the beneficiary as a Medicare
enrollee of the HMO or CMP in CMS
records.

(b) Exceptions. (1) CMS may approve a
later month if it is requested by the
HMO or CMP and the beneficiary.

(2) If an individual becomes an HMO
or CMP enrollee before becoming enti-
tled to Medicare Part B benefits, the
effective month of coverage is the first
month for which he or she becomes en-
titled to Medicare Part B benefits.

(c) Notice of effective date of coverage.
For each beneficiary added to CMS’s
records as an enrollee of an HMO or
CMP, CMS gives the HMO or CMP
prompt written notice of the month
with which CMS’s liability begins.

[50 FR 1346, Jan. 10, 1985, as amended at 52
FR 8901, Mar. 20, 1987; 58 FR 38079, July 15,
1993; 60 FR 45678, Sept. 1, 1995]

§417.452 Liability of Medicare enroll-
ees.

(a) Deductibles and coinsurance. (1) A
Medicare enrollee of an HMO or CMP is
responsible for applicable Medicare de-
ductible and coinsurance amounts, un-
less the HMO’s or CMP’s charges for
these amounts are reduced under the
additional benefits provision of
§417.442.

(2) The deductible and coinsurance
amounts may be paid by or on behalf of

§417.452

the enrollee in the form of a premium,
membership fee, charge per unit, or
other similar charge.

(3) The sum of the amounts the HMO
or CMP charges its Medicare enrollees
for Medicare deductibles and coinsur-
ance may not exceed, on the average,
the actuarial value of the deductible
and coinsurance the Medicare enrollees
otherwise would have been liable for
had they not enrolled in the HMO or
CMP or in another HMO or CMP.

(b) Services not covered under Medi-
care. Unless the services are provided
as additional benefits under §417.442, a
Medicare enrollee of an HMO or CMP is
liable for payment for—

(1) All services that are not covered
under Medicare Part A or Part B; or

(2) If entitled only to Medicare Part
B benefits, all services that are not
covered under Medicare Part B.

(c) Services for which Medicare is not
primary payer. A Medicare enrollee of
an HMO or CMP is liable for payments
made to the enrollee for all covered
services for which Medicare is not the
primary payer as provided in §417.528.

(d) Optional supplemental benefits plan.
(1) The HMO or CMP may offer its
Medicare enrollees a supplemental ben-
efit plan to cover deductible and coin-
surance amounts, or services not cov-
ered under Medicare, or both.

(2) If a supplemental benefit plan pre-
mium includes charges for both non-
covered services and the deductible and
coinsurance amounts applicable to cov-
ered services, the portion of the pre-
mium that is for deductibles and coin-
surance must be computed separately
and must be disclosed to the bene-
ficiary during the enrollment process
and before he or she elects coverage op-
tions.

(3) The sum of the amounts an HMO
or CMP charges its Medicare enrollees
for services that are not covered under
Part A or Part B may not exceed the
ACR for these services.

(e) Coverage of Part A services for Part
B-only Medicare enrollees. If an HMO or
CMP furnishes coverage of Medicare
Part A services to a Medicare enrollee
entitled to Part B only, the HMO’s or
CMP’s premium (or other payment
method) for these services may not ex-
ceed the ACR for these services. In ad-
dition, if a risk HMO or CMP furnishes
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these services and supplemental serv-
ices, which are the same as the addi-
tional benefits furnished Medicare en-
rollees of the HMO or CMP who are en-
titled to benefits under both Parts A
and B, the HMO’s or CMP’s combined
premium for both these groups of serv-
ices that the Part B enrollee must pay
may not exceed 95 percent of the
weighted average AAPCC for Part A
services (or the Medicare payment for
Part A services, if it is less) for the
Medicare enrollee of the HMO or CMP.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38079, July 15, 1993; 60 FR 45678, Sept. 1,
1995]

§417.454 Charges to Medicare enroll-
ees.

(a) Limits on charges. The HMO or
CMP must agree to charge its Medicare
enrollees only for the—

(1) Deductible and coinsurance
amounts applicable to furnished cov-
ered services;

(2) Charges for noncovered services or
services for which the enrollee is liable
as described in §417.452; and

(3) Services for which Medicare is not
the primary payor as provided in
§417.528.

(b) Limit on charges for inpatient hos-
pital care. If a Medicare enrollee who is
an inpatient of a hospital requests im-
mediate QIO review (as provided in
§417.605) of any determination by the
hospital furnishing services or the
HMO or CMP that the inpatient hos-
pital services will no longer be covered,
the HMO or CMP may not charge the
enrollee for any inpatient care costs
incured before noon of the first work-
ing day after the QIO issues its review
decision.

(c) Reporting requirements. A risk
HMO or CMP must report, within 90
days after the end of the contract pe-
riod, all premiums, enrollment fees,
and other charges collected from its
Medicare enrollees during that period.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 59 FR 59941, Nov. 21,
1994; 60 FR 45678, Sept. 1, 1995]

§417.456 Refunds to Medicare enroll-
ees.

(a) Definitions. As used in this sec-
tion—
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Amounts incorrectly collected means
amounts collected that are in excess of
those specified in §417.452. It includes
amounts collected when the enrollee
was believed not entitled to Medicare
benefits if the enrollee is later deter-
mined to have been entitled to Medi-
care benefits and CMS is liable for pay-
ments as specified in §417.450.

Other amounts due means amounts
due a Medicare enrollee for services ob-
tained outside the HMO or CMP if they
were—

(1) Emergency services;

(2) Urgently needed services for
which the HMO or CMP has assumed fi-
nancial responsibility; or

(3) On appeal under subpart Q of this
part, found to be services the enrollee
was entitled to have furnished by the
HMO or CMP.

(b) Basic commitment. An HMO or
CMP must agree to refund all amounts
incorrectly collected from its Medicare
enrollees, or from others on behalf of
the enrollees, and any other amounts
due the enrollees or others on their be-
half.

(c) Refund by lump sum payment. An
HMO or CMP must make refunds to its
current and former Medicare enrollees,
or to others who have made payments
on behalf of enrollees, by lump sum
payment for the following:

(1) Incorrectly collected amounts
that were not collected as premiums.

(2) Other amounts due.

(3) All amounts due, if the HMO or
CMP is going out of business.

(d) Refund by premium adjustment or
lump sum payment or both. An HMO or
CMP may make refund by adjustment
of future premiums, by lump sum pay-
ment, or by a combination of both
methods, for amounts that were incor-
rectly collected in the form of pre-
miums or through a combination of
premium payments and other charges.

(e) Refund when enrollee has died or
cannot be located. If an enrollee has died
or cannot be located after reasonable
effort by the HMO or CMP, the HMO or
CMP must make the refund in accord-
ance with State law.

(f) Reduction by CMS. If the HMO or
CMP does not make refund in accord-
ance with paragraphs (b) through (d) of
this section by the end of the contract
period following the contract period
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during which an amount was deter-
mined to be due an enrollee, CMS re-
duces its payment to the HMO or CMP
by the amounts incorrectly collected
or otherwise due, and arranges for
those amounts to be paid to the Medi-
care enrollee.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38079, July 15, 1993; 60 FR 45678, Sept. 1,
1995]

§417.458 Recoupment of uncollected
deductible and coinsurance
amounts.

An HMO or CMP agrees not to recoup
deductible and coinsurance amounts
for which Medicare enrollees were lia-
ble in a previous contract period except
in the following circumstances:

(a) The HMO or CMP failed to collect
the deductible and coinsurance
amounts during the contract period in
which they were due because of—

(1) Underestimation of the actuarial
value of the deductible and coinsurance
amounts; or

(2) A billing error.

(b) The HMO or CMP has identified
the amounts and obtained advance
CMS approval of the recoupment and
the method and timing of recoupment.

(c) The HMO or CMP collects these
amounts no later than the end of the
contract period following the contract
period during which they were found to
be due.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 45678, Sept. 1,
1995]

§417.460 Disenrollment of
ficiaries by an HMO or CMP.

(a) General rule. Except as provided in
paragraphs (b) through (i) of this sec-
tion, an HMO or CMP may not—

(1) Disenroll a Medicare beneficiary;
or

(2) Orally or in writing, or by any ac-
tion or inaction, request or encourage
a Medicare enrollee to disenroll.

(b) Bases for disenrollment: Overview—
(1) Optional disenrollment. Generally, an
HMO or CMP may disenroll a Medicare
enrollee if he or she—

(i) Fails to pay the required pre-
miums or other charges;

(i) Commits fraud or permits abuse
of his or her enrollment card; or

bene-
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(iii) Behaves in a manner that seri-
ously impairs the HMO’s or CMP’s abil-
ity to furnish health care services to
the particular enrollee or to other en-
rollees.

(2) Required disenrollment. Generally,
an HMO or CMP must disenroll a Medi-
care enrollee if he or she—

(i) Moves out of the HMO’s or CMP’s
geographic area;

(ii) Fails to convert to the risk provi-
sions of the HMO’s or CMP’s Medicare
contract;

(iii) Loses entitlement to Medicare
Part B benefits; or

(iv) Dies.

(3) Related provisions. Specific re-
quirements, limitations, and excep-
tions are set forth in paragraphs (c)
through (i) of this section.

(c) Failure to pay premiums or other
charges—(1) Basic rule. Except as speci-
fied in paragraph (c)(2) of this section,
an HMO or CMP may disenroll a Medi-
care enrollee who fails to pay pre-
miums or other charges imposed by the
HMO or CMP for deductible and coin-
surance amounts for which the enrollee
is liable, if the HMO or CMP—

(i) Can demonstrate to CMS that it
made reasonable efforts to collect the
unpaid amount;

(i) Gives the enrollee written notice
of disenrollment, including an expla-
nation of the enrollee’s right to a hear-
ing under the HMO’s or CMP’s griev-
ance procedures; and

(iii) Sends the notice of
disenrollment to the enrollee before it
notifies CMS.

(2) Exception. If the enrollee fails to
pay the premium for optional supple-
mental benefits (that is, a package of
benefits that an enrollee is not re-
quired to accept), but pays the basic
premium and other charges, the HMO
or CMP may discontinue the optional
benefits but may not disenroll the ben-
eficiary.

(d) Enrollee commits fraud or permits
abuse of the enrollment card—(1) Basis
for disenrollment. An HMO or CMP may
disenroll a Medicare beneficiary if the
beneficiary—

(i) Knowingly provides, on the appli-

cation form, fraudulent information
that materially affects the bene-
ficiary’s eligibility to enroll in the

HMO or CMP; or
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(ii) Intentionally permits others to
use his or her enrollment card to ob-
tain services from the HMO or CMP.

2 Notice requirement. If
disenrollment is for either of the rea-
sons specified in paragraph (d)(1) of
this section, the HMO or CMP must
give the beneficiary a written notice of
termination of enrollment.

(i) The notice must be mailed to the
enrollee before submission of the
disenrollment notice to CMS.

(i) The notice must include an expla-
nation of the enrollee’s right to have
the disenrollment heard under the
grievance procedures established in ac-
cordance with §417.436.

(3) Report to the Inspector General. The
HMO or CMP must report to the Office
of the Inspector General of the Depart-
ment any disenrollment based on fraud
or abuse by the enrollee.

(e) Disenrollment for cause—(1) Basis
for disenrollment. An HMO or CMP may
disenroll a Medicare enrollee for cause
if the enrollee’s behavior is disruptive,
unruly, abusive, or uncooperative to
the extent that his or her continuing
enrollment in the HMO or CMP seri-
ously impairs the HMO’s or CMP’s abil-
ity to furnish services to either the
particular enrollee or other enrollees.

(2) Effort to resolve the problem. The
HMO or CMP must make a serious ef-
fort to resolve the problem presented
by the enrollee, including the use (or
attempted use) of internal grievance
procedures.

(3) Consideration of extenuating cir-
cumstances. The HMO or CMP must as-
certain that the enrollee’s behavior is
not related to the use of medical serv-
ices or to mental illness.

(4) Documentation. The HMO or CMP
must document the problems, efforts,
and medical conditions as described in
paragraphs (e)(1) through (e)(3) of this
section.

(5) CMS review of an HMO’s or CMP’s
proposed disenrollment for cause. (i) CMS
decides on the basis of review of the
documentation submitted by the HMO
or CMP, whether disenrollment re-
quirements have been met.

(ii) CMS makes this decision within
20 working days after receipt of the
documentation material, and notifies
the HMO or CMP within 5 working
days after making its decision.

42 CFR Ch. IV (10-1-07 Edition)

(6) Effective date of disenrollment. If
CMS permits an HMO or CMP to
disenroll an enrollee for cause, the
disenrollment takes effect on the first
day of the calendar month after the
month in which the HMO or CMP gives
the enrollee a written notice of
disenrollment that meets the require-
ments set forth in paragraphs (d)(2)(i)
and (d)(2)(ii) of this section.

(f) Enrollee moves out of the HMO's or
CMP’s geographic area—(1) Basic rules.
(i) Disenrollment. Except as provided in
paragraph (f)(2) of this section, an HMO
or CMP must disenroll a Medicare en-
rollee who moves out of its geographic
area if the HMO or CMP establishes, on
the basis of a written statement from
the enrollee, or other evidence accept-
able to CMS, that the enrollee has per-
manently moved out of its geographic
area.

(ii) Notice requirement. The HMO or
CMP must comply with the notice re-
quirements set forth in paragraph (d)(2)
of this section.

(iii) Effect on geographic area. Failure
to disenroll an enrollee who has moved
out of the HMO’s or CMP’s geographic
area does not expand that area to en-
compass the location of the enrollee’s
new residence.

(2) Exception. An HMO or CMP may
retain a Medicare enrollee who is ab-
sent from its geographic area for an ex-
tended period, but who remains within
the United States as defined in §400.200
of this chapter if the enrollee agrees.
For purposes of this exception, the fol-
lowing provisions apply:

(i) An absence for an extended period
means an uninterrupted absence from
the HMO’s or CMP’s geographic area
for more than 90 days but less than 1
year.

(ii) The HMO or CMP and the en-
rollee may mutually agree upon re-
strictions for obtaining services while
the enrollee is absent for an extended
period from the HMO’s or CMP’s geo-
graphic area. However, restrictions
may not be imposed on the scope of
services described in §417.440.

(iii) HMOs and CMPs that choose to
exercise this exception must make the
option available to all Medicare enroll-
ees who are absent for an extended pe-
riod from their geographic areas. How-
ever, HMOs and CMPs may limit this
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option to enrollees who go to a geo-
graphic area served by an affiliated
HMO or CMP.

(iv) As used in this paragraph, ‘‘af-
filiated HMO or CMP”’ means an HMO
or CMP that—

(A) Is under common ownership or
control of the HMO or CMP that seeks
to retain the absent enrollees; or

(B) Has in effect an agreement to fur-
nish services to enrollees who are on an
extended absence from the geographic
area of the HMO or CMP that seeks to
retain them.

(v) When the enrollee returns to the
HMO’s or CMP’s geographic area (even
temporarily), the restrictions of
§417.448(a) (which limit payment for
services not provided or arranged for
by the HMO or CMP) apply again im-
mediately.

(vi) If the enrollee fails to return to
the HMO’s or CMP’s geographic area
within 1 year from the date he or she
left that area, the HMO or CMP must
disenroll the beneficiary on the first
day of the month following the anni-
versary of the date the enrollee left
that area in accordance with paragraph
(f)(1) of this section.

(g) Failure to convert to risk provisions
of Medicare contract—(1) Basis for
disenrollment. A risk HMO or CMP must
disenroll a nonrisk Medicare enrollee
who refuses to convert to the risk pro-
visions of the Medicare contract after
CMS determines that all of the HMO’s
or CMP’s nonrisk Medicare enrollees
must convert.

(2) Advance notice requirement. At
least 30 days before it gives CMS notice
of disenrollment, the HMO or CMP
must give the enrollee written notice
of the fact that failure to convert will
result in disenrollment.

(h) Loss of entitlement to Medicare ben-
efits—(1) Loss of entitlement to Part A
benefits. If an enrollee loses entitle-
ment to benefits under Part A of Medi-
care but remains entitled to benefits
under Part B, the enrollee automati-
cally continues as a Medicare enrollee
of the HMO or CMP and is entitled to
receive and have payment made for
Part B services, beginning with the
month immediately following the last
month of his or her entitlement to
Part A benefits.

§417.461

(2) Loss of entitlement to Part B bene-
fits. If a Medicare enrollee loses entitle-
ment to Part B benefits, the HMO or
CMP must disenroll him or her as a
Medicare enrollee effective with the
month following the last month of en-
titlement to Part B benefits. However,
the HMO or CMP may continue to en-
roll the individual under its regular
plan if the individual so chooses.

(i) Death of the enrollee.
Disenrollment is effective with the
month following the month of death.

[60 FR 45678, Sept. 1, 1995]

§417.461 Disenrollment by the en-
rollee.
(a) Request for disenrollment. (1) A

Medicare enrollee who wishes to
disenroll may at any time give the
HMO or CMP a signed, dated request in
the form and manner prescribed by
CMS.

(2) The enrollee may request a cer-
tain disenrollment date but it may be
no earlier than the first day of the
month following the month in which
the HMO or CMP receives the request.

(b) Responsibilities of the HMO or CMP.
The HMO or CMP must—

(1) Submit a disenrollment notice to
CMS promptly;

(2) Provide the enrollee with a copy
of the request for disenrollment; and

(3) In the case of a risk HMO or CMP,
also provide the enrollee with a state-
ment explaining that he or she—

(i) Remains enrolled until the effec-
tive date of disenrollment; and

(ii) Until that date, is subject to the
restrictions of §417.448(a) under which
neither the HMO or CMP nor CMS pays
for services not provided or arranged
for by the HMO or CMP.

(c) Effect of failure to submit
disenrollment notice to CMS promptly. If
the HMO or CMP fails to submit timely
the correct and complete notice re-
quired in paragraph (b)(1) of this sec-
tion, the HMO or CMP must reimburse
CMS for any capitation payments re-
ceived after the month in which pay-
ments would have ceased if the require-
ment had been met timely.

[60 FR 45679, Sept. 1, 1995]
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§417.464 End of CMS’s liability for
payment: Disenrollment of bene-
ficiaries and termination or default
of contract.

(a) Effect of disenrollment: General
rule. (1) CMS’s liability for monthly
capitation payments to the HMO or
CMP generally ends as of the first day
of the month following the month in
which disenrollment is effective, as
shown on CMS’s records.

(2) Disenrollment is effective no ear-
lier than the month immediately after,
and no later than the third month
after, the month in which CMS receives
the disenrollment notice in acceptable
form.

(b) Effect of disenrollment: Special
rules—(1) Fraud or abuse by the enrollee.
If disenrollment is on the basis of fraud
committed or abuse permitted by the
enrollee, CMS’s liability ends as of the
first day of the month in which
disenrollment is effective.

(2) Loss of entitlement to Part B bene-
fits. If disenrollment is on the basis of
loss of entitlement to Part B benefits,
CMS'’s liability ends as of the first day
of the month following the last month
of Part B entitlement.

(3) Death of enrollee. If the enrollee
dies, CMS’s liability ends as of the first
day of the month following the month
of death.

(4) Disenrollment at enrollee’s request.
If disenrollment is in response to the
enrollee’s request, CMS’s liability ends
as of the first day of the month fol-
lowing the month of termination re-
quested by the enrollee.

(c) Effect of termination or default of
contract—(1) Termination of contract. If
the contract between CMS and the
HMO or CMP is terminated by mutual
consent or by unilateral action of ei-
ther party, CMS’s liability for pay-
ments ends as of the first day of the
month after the last month for which
the contract is in effect.

(2) Default of contract. If the HMO or
CMP defaults on the contract before
the end of the contract year because of
bankruptcy or other reasons, CMS—

(i) Determines the month in which
its liability for payments ends; and

(ii) Notifies the HMO or CMP and all
affected Medicare enrollees as soon as
practicable.

[60 FR 45680, Sept. 1, 1995]
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Subpart L—Medicare Contract
Requirements

SOURCE: 50 FR 1346, Jan. 10, 1985, unless
otherwise noted.

§417.470 Basis and scope.

(a) Basis. This subpart implements
those portions of section 1857(e)(2) of
the Act pertaining to cost sharing in
enrollment-related costs and section
1876(c), (g), (h), and (i) of the Act that
pertain to the contract between CMS
and an HMO or CMP for participation
in the Medicare program.

(b) Scope. This subpart sets forth—

(1) Specific contract requirements;
and

(2) Procedures for renewal, non-
renewal, or termination of a contract.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38079, July 15, 1993; 62 FR 63673, Dec. 2,
1997]

§417.472 Basic contract requirements.

(a) Submittal of contract. An HMO or
CMP that wishes to contract with CMS
to furnish services to Medicare bene-
ficiaries must submit a signed contract
that meets the requirements of this
subpart and any other requirements es-
tablished by CMS.

(b) Agreement to comply with regula-
tions and instructions. The contract
must provide that the HMO or CMP
agrees to comply with all the applica-
ble requirements and conditions set
forth in this subpart and in general in-
structions issued by CMS.

(c) Other contract provisions. In addi-
tion to the requirements set forth in
§§417.474 through 417.488, the contract
must contain any other terms and con-
ditions that CMS requires to imple-
ment section 1876 of the Act.

(d) Exemption from Federal procure-
ment regulations. The Federal Acquisi-
tion Regulations and HHS Acquisition
Regulations contained in title 48 of the
Code of Federal Regulations do not
apply to Medicare contracts under sec-
tion 1876 of the Act.

(e) Compliance with civil rights laws.
The HMO or CMP must comply with
title VI of the Civil Rights Act of 1964
(regulations at 45 CFR part 80), section
504 of the Rehabilitation Act of 1973
(regulations at 45 CFR part 84), and the
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Age Discrimination Act of 1975 (regula-
tions at 45 CFR part 91).

() Requirements for advance directives.
The HMO or CMP must meet all the re-
quirements for advance directives at
§417.436(d).

(9) Authority to waive conflicting con-
tract requirements. Under section
1876(i)(5) of the Act, CMS is authorized
to administer the terms of this subpart
without regard to provisions of law or
other regulations relating to the mak-
ing, performance, amendment, or modi-
fication of contracts of the United
States if it determines that those pro-
visions are inconsistent with the effi-
cient and effective administration of
the Medicare program.

(h) Collection of fees from risk HMOs
and CMPs. (1) The rules set forth in
§422.10 of this chapter for M+C plans
also apply to collection of fees from
risk HMOs and CMPs.

(2) In applying the part 422 rules, ref-
erences to ‘“‘“M+C organizations” or
“M+C plans” must be read as ref-
erences to “‘risk HMOs and CMPs’".

[50 FR 1346, Jan. 10, 1985; 50 FR 20570, May 17,
1985, as amended at 57 FR 8202, Mar. 6, 1992;
58 FR 38079, July 15, 1993; 60 FR 45680, Sept.
1, 1995; 63 FR 35067, June 26, 1998]

§417.474 Effective date and term of
contract.

(a) Effective date. The contract must
specify its effective date, which may
not be earlier than the date it is signed
by both CMS and the HMO or CMP.

(b) Term. The contract must specify
the duration of its term as follows:

(1) For the initial term, at least 12
months, but no more than 23 months.

(2) For any subsequent term, 12
months.

[60 FR 45680, Sept. 1, 1995]

§417.476 Waived conditions.

If CMS waives any of the qualifying
conditions required under subpart J of
this part, the contract must specify the
following information for each waived
condition:

(a) The specific terms of the waiver.

(b) The expiration date of the waiver.

(¢) Any other information required
by CMS.

[60 FR 45680, Sept. 1, 1995]

§417.479

§417.478 Requirements of other laws
and regulations.

The contract must provide that the
HMO or CMP agrees to comply with—

(@) The requirements for QIO review
of services furnished to Medicare en-
rollees as set forth in subchapter D of
this chapter;

(b) Sections 1318(a) and (c) of the PHS
Act, which pertain to disclosure of cer-
tain financial information;

(c) Section 1301(c)(8) of the PHS Act,
which relates to liability arrangements
to protect enrollees of the HMO or
CMP; and

(d) The reporting requirements in
§417.126(a), which pertain to the moni-
toring of an HMO’s or CMP’s continued
compliance.

[50 FR 1346, Jan. 10, 1985; 50 FR 20570, May 17,
1985, as amended at 56 FR 8853, Mar. 1, 1991;
58 FR 38079, 38082, July 15, 1993]

§417.479 Requirements for physician
incentive plans.

(a) The contract must specify that an
HMO or CMP may operate a physician
incentive plan only if—

(1) No specific payment is made di-
rectly or indirectly under the plan to a
physician or physician group as an in-
ducement to reduce or limit medically
necessary services furnished to an indi-
vidual enrollee; and

(2) The stop-loss protection, enrollee
survey, and disclosure requirements of
this section are met.

(b) Applicability. The requirements in
this section apply to physician incen-
tive plans between HMOs and CMP and
individual physicians or physician
groups with which they contract to
provide medical services to enrollees.
The requirements in this section also
apply to subcontracting arrangements
as specified in 8§417.479(i). These re-
quirements apply only to physician in-
centive plans that base compensation
(in whole or in part) on the use or cost
of services furnished to Medicare bene-
ficiaries or Medicaid recipients.

(c) Definitions. For purposes of this
section:

Bonus means a payment an HMO or
CMP makes to a physician or physician
group beyond any salary, fee-for-serv-
ice payments, capitation, or returned
withhold.
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Capitation means a set dollar pay-
ment per patient per unit of time (usu-
ally per month) that an organization
pays a physician or physician group to
cover a specified set of services and ad-
ministrative costs without regard to
the actual number of services provided.
The services covered may include the
physician’s own services, referral serv-
ices, or all medical services.

Payments means any amounts the
HMO or CMP pays physicians or physi-
cian groups for services they furnish
directly, plus amounts paid for admin-
istration and amounts paid (in whole
or in part) based on use and costs of re-
ferral services (such as withhold
amounts, bonuses based on referral lev-
els, and any other compensation to the
physician or physician group to influ-
ence the use of referral services). Bo-
nuses and other compensation that are
not based on referral levels (such as bo-
nuses based solely on quality of care
furnished, patient satisfaction, and
participation on committees) are not
considered payments for purposes of
this section.

Physician group means a partnership,
association, corporation, individual
practice association, or other group
that distributes income from the prac-
tice among members. An individual
practice association is a physician
group only if it is composed of indi-
vidual physicians and has no sub-
contracts with physician groups.

Physician incentive plan means any
compensation arrangement between an
HMO or CMP and a physician or physi-
cian group that may directly or indi-
rectly have the effect of reducing or
limiting services furnished to Medicare
beneficiaries or Medicaid recipients en-
rolled in the HMO or CMP.

Referral services means any specialty,
inpatient, outpatient, or laboratory
services that a physician or physician
group orders or arranges, but does not
furnish directly.

Risk threshold means the maximum
risk, if the risk is based on referral
services, to which a physician or physi-
cian group may be exposed under a
physician incentive plan without being
at substantial financial risk.

Withhold means a percentage of pay-
ments or set dollar amounts that an
HMO or CMP deducts from a physi-
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cian’s service fee, capitation, or salary
payment, and that may or may not be
returned to the physician, depending
on specific predetermined factors.

(d) Prohibited physician payments. No
specific payment of any kind may be
made directly or indirectly under the
incentive plan to a physician or physi-
cian group as an inducement to reduce
or limit covered medically necessary
services covered under the HMO’s or
CMP’s contract furnished to an indi-
vidual enrollee. Indirect payments in-
clude offerings of monetary value (such
as stock options or waivers of debt)
measured in the present or future.

(e) General rule: Determination of sub-
stantial financial risk. Substantial fi-
nancial risk occurs when the incentive
arrangements place the physician or
physician group at risk for amounts be-
yond the risk threshold, if the risk is
based on the use or costs of referral
services. Amounts at risk based solely
on factors other than a physician’s or
physician group’s referral levels do not
contribute to the determination of sub-
stantial financial risk. The risk thresh-
old is 25 percent.

(f) Arrangements that cause substantial
financial risk. For purposes of this para-
graph, potential payments means the
maximum anticipated total payments
(based on the most recent year’s utili-
zation and experience and any current
or anticipated factors that may affect
payment amounts) that could be re-
ceived if use or costs of referral serv-
ices were low enough. The following
physician incentive plans cause sub-
stantial financial risk if risk is based
(in whole or in part) on use or costs of
referral services and the patient panel
size is not greater than 25,000 patients:

(1) Withholds greater than 25 percent
of potential payments.

(2) Withholds less than 25 percent of
potential payments if the physician or
physician group is potentially liable
for amounts exceeding 25 percent of po-
tential payments.

(3) Bonuses that are greater than 33
percent of potential payments minus
the bonus.

(4) Withholds plus bonuses if the
withholds plus bonuses equal more
than 25 percent of potential payments.
The threshold bonus percentage for a
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particular withhold percentage may be
calculated using the formula—
Withhold = 0.75 (Bonus %) + 25%.

(5) Capitation, arrangements, if—

(i) The difference between the max-
imum potential payments and the min-
imum potential payments is more than
25 percent of the maximum potential
payments; or

(if) The maximum and minimum po-
tential payments are not clearly ex-
plained in the physician’s or physician
group’s contract.

(6) Any other incentive arrangements
that have the potential to hold a physi-
cian or physician group liable for more
than 25 percent of potential payments.

(g) Requirements for physician incen-
tive plans that place physicians at sub-
stantial financial risk. HMOs and CMPs
that operate incentive plans that place
physicians or physician groups at sub-
stantial financial risk must do the fol-
lowing:

(1) Conduct enrollee surveys. These
surveys must—

(i) Include either all current Medi-
care/Medicaid enrollees in the HMO or
CMP and those who have disenrolled
(other than because of loss of eligi-
bility in Medicaid or relocation outside
the HMO’s or CMP’s service area) in
the past 12 months, or a sample of
these same enrollees and disenrollees;

(ii) Be designed, implemented, and
analyzed in accordance with commonly

§417.479

accepted principles of survey design
and statistical analysis;

(iii) Address enrollees/disenrollees
satisfaction with the quality of the
services provided and their degree of
access to the services; and

(iv) Be conducted no later than 1 year
after the effective date of the Medicare
contract and at least annually there-
after.

(2) Ensure that all physicians and
physician groups at substantial finan-
cial risk have either aggregate or per-
patient stop-loss protection in accord-
ance with the following requirements:

(i) If aggregate stop-loss protection is
provided, it must cover 90 percent of
the costs of referral services (beyond
allocated amounts) that exceed 25 per-
cent of potential payments.

(ii) If the stop-loss protection pro-
vided is based on a per-patient limit,
the stop-loss limit per patient must be
determined based on the size of the pa-
tient panel and may be a single com-
bined limit or consist of separate lim-
its for professional services and insti-
tutional services. In determining pa-
tient panel size, the patients may be
pooled in accordance with paragraph
(h)(2) of this section. Stop-loss protec-
tion must cover 90 percent of the costs
of referral services that exceed the per
patient limit. The per-patient stop-loss
limit is as follows:

. Separate in- Separate
Panel size Sl;?r?elg ﬁomrlr: stFi)tL_Jtif_)naI profgssional
limit limit
1-1000 ......ccceunee $6,000 $10,000 $3,000
1,001-5000 . . 30,000 40,000 10,000
5,001-8,000 .... 40,000 60,000 15,000
8,001-10,000 ....... 75,000 100,000 20,000
10,001-25,000 150,000 200,000 25,000
325,000 ..ot none none none

(h) Disclosure and other requirements
for organizations with physician incentive
plans.—(1) Disclosure to CMS. Each
health maintenance organization or
competitive medical plan must provide
to CMS information concerning its
physician incentive plans as requested.

(2) Pooling of patients. Pooling of pa-
tients is permitted only if—(i) It is oth-
erwise consistent with the relevant
contracts governing the compensation

arrangements for the physician or phy-
sician group;

(ii) The physician or physician group
is at risk for referral services with re-
spect to each of the categories of pa-
tients being pooled;

(iii) The terms of the compensation
arrangements permit the physician or
physician group to spread the risk
across the categories of patients being
pooled;
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(iv) The distribution of payments to
physicians from the risk pool is not
calculated separately by patient cat-
egory; and

(v) The terms of the risk borne by the
physicians or physician group are com-
parable for all categories of patients
being pooled.

(3) Disclosure to Medicare beneficiaries.
Each health maintenance organization
or competitive medical plan must pro-
vide the following information to any
Medicare beneficiary who requests it:

(i) Whether the prepaid plan uses a
physician incentive plan that affects
the use of referral services.

(ii) The type of incentive arrange-
ment.

(iii) Whether stop-loss protection is
provided.

(iv) If the prepaid plan was required
to conduct a survey, a summary of the
survey results.

(i) Requirements related to subcon-
tracting arrangements—(1) Physician
groups. An HMO or CMP that contracts
with a physician group that places the
individual physician members at sub-
stantial financial risk for services they
do not furnish must do the following:

(i) Disclose to CMS any incentive
plan between the physician group and
its individual physicians that bases
compensation to the physician on the
use or cost of services furnished to
Medicare beneficiaries or Medicaid re-
cipients. The disclosure must include
the information specified in paragraphs
(h)(1)(i) through (h)(1)(vii) of this sec-
tion and be made at the times specified
in paragraph (h)(2) of this section.

(ii) Provide adequate stop-loss pro-
tection to the individual physicians.

(iii) Conduct enrollee surveys as
specified in paragraph (g)(1) of this sec-
tion.

(2) Intermediate entities. An HMO or
CMP that contracts with an entity
(other than a physician group) for the
provision of services to Medicare bene-
ficiaries must do the following:

(i) Disclose to CMS any incentive
plan between the entity and a physi-
cian or physician group that bases
compensation to the physician or phy-
sician group on the use or cost of serv-
ices furnished to Medicare beneficiaries
or Medicaid recipients. The disclosure
must include the information required
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to be disclosed under paragraphs
(h)(1)(i) through (h)(1)(vii) of this sec-
tion and be made at the times specified
in paragraph (h)(2) of this section.

(if) If the physician incentive plan
puts a physician or physician group at
substantial financial risk for the cost
of services the physician or physician
group does not furnish—

(A) Meet the stop-loss protection re-
quirements of this subpart; and

(B) Conduct enrollee surveys as speci-
fied in paragraph (g)(1) of this section.

(3) For purposes of paragraph (i)(2) of
this section, an entity includes, but is
not limited to, an individual practice
association that contracts with one or
more physician groups and a physician
hospital organization.

(J) Sanctions against the HMO or CMP.
CMS may apply intermediate sanc-
tions, or the Office of Inspector Gen-
eral may apply civil money penalties
described at §417.500, if CMS deter-
mines that an HMO or CMP fails to
comply with the requirements of this
section.

[61 FR 13446, Mar. 27, 1996; 61 FR 46385, Sept.
3, 1996, as amended at 61 FR 69049, Dec. 31,
1996; 68 FR 50855, Aug. 22, 2003]

§417.480 Maintenance of records: Cost
HMOs and CMPs.

A reasonable cost contract must pro-
vide that the HMO or CMP agrees to
maintain books, records, documents,
and other evidence of accounting pro-
cedures and practices that—

(a) Are sufficient to—

(1) Ensure an audit trail; and

(2) Properly reflect all direct and in-
direct costs claimed to have been in-
curred under the contract; and

(b) Include at least records of the fol-
lowing:

(1) Ownership, HMO or CMP, and op-
eration of the HMO’s or CMP’s finan-
cial, medical, and other recordkeeping
systems.

(2) Financial statements for the cur-
rent contract period and three prior pe-
riods.

(3) Federal income tax or informa-
tion returns for the current contract
period and three prior periods.

(4) Asset acquisition, lease, sale, or
other action.

(5) Agreements, contracts, and sub-
contracts.
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(6) Franchise, marketing, and man-
agement agreements.

(7) Schedules of charges for the
HMO’s or CMP’s fee-for-service pa-
tients.

(8) Matters pertaining to costs of op-
erations.

(9) Amounts of income received by
source and payment.

(10) Cash flow statements.

(11) Any financial reports filed with
other Federal programs or State au-
thorities.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 45680, Sept. 1,
1995]

§417.481 Maintenance of records: Risk
HMOs and CMPs.

A risk contract must provide that
the HMO or CMP agrees to maintain
and make available to CMS upon re-
quest, books, records, documents, and
other evidence of acounting procedures
and practices that—

(a) Are sufficient to—

(1) Establish component rates of the
ACR for determining additional and
supplementary benefits; and

(2) Determine the rates utilized in
setting premiums for State insurance
agency purposes; and

(b) Include at least any records or fi-
nancial reports filed with other Federal
agencies or State authorities.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 45680, Sept. 1,
1995]

§417.482 Access to
records.

The contract must provide that the
HMO or CMP agrees to the following:

(a) HHS may evaluate, through in-
spection or other means, the quality,
appropriateness, and timeliness of serv-
ices furnished under the contract to its
Medicare enrollees.

(b) HHS may evaluate, through in-
spection or other means, the facilities
of the HMO or CMP when there is rea-
sonable evidence of some need for that
inspection.

(c) HHS, the Comptroller General, or
their designees may audit or inspect
any books and records of the HMO or
CMP or its transferee that pertain to
any aspect of services performed, rec-
onciliation of benefit liabilities, and

facilities and
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determination of amounts
under the contract.

(d) HHS may evaluate, through in-
spection or other means, the enroll-
ment and disenrollment records for the
current contract period and three prior
periods, when there is reasonable evi-
dence of some need for that inspection.

(e) In the case of a reasonable cost
HMO or CMP to make available for the
purposes specified in paragraphs (a),
(b), (c), and (d) of this section, its
premises, physical facilities, and equip-
ment, its records relating to its Medi-
care enrollees, the records specified in
§417.480 and any additional relevant in-
formation that CMS may require.

(f) That the right to inspect, evalu-
ate, and audit, will extend through
three years from the date of the final
settlement for any contract period un-
less—

(1) CMS determines there is a special
need to retain a particular record or
group of records for a longer period and
notifies the HMO or CMP at least 30
days before the normal disposition
date;

(2) There has been a termination, dis-
pute, fraud, or similar fault by the
HMO or CMP, in which case the reten-
tion may be extended to three years
from the date of any resulting final
settlement; or

(3) CMS determines that there is a
reasonable possibility of fraud, in
which case it may reopen a final settle-
ment at any time.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993]

payable

§417.484 Requirement applicable to
related entities.

(a) Definition. As used in this section,
related entity means any entity that is
related to the HMO or CMP by common
ownership or control and—

(1) Performs some of the HMO’s or
CMP’s management functions under
contract or delegation;

(2) Furnishes services to Medicare en-
rollees under an oral or written agree-
ment; or

(3) Leases real property or sells mate-
rials to the HMO or CMP at a cost of
more than $2,500 during a contract pe-
riod.

(b) Requirement. The contract must
provide that the HMO or CMP agrees to
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require all
that—

(1) HHS, the Comptroller General, or
their designees have the right to in-
spect, evaluate, and audit any perti-
nent books, documents, papers, and
records of the subcontractor involving
transactions related to the sub-
contract; and

(2) The right under paragraph (b)(1)
of this section to information for any
particular contract period will exist for
a period equivalent to that specified in
§417.482(f).

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993]

related entities to agree

§417.486 Disclosure of
and confidentiality.

The contract must provide that the
HMO or CMP agrees to the following:

(a) To submit to CMS—

(1) All financial information required
under subpart O of this part and for
final settlement; and

(2) Any other information necessary
for the administration or evaluation of
the Medicare program.

(b) To comply with the requirements
set forth in part 420, subpart C, of this
chapter pertaining to the disclosure of
ownership and control information.

(c) To comply with the requirements
of the Privacy Act, as implemented by
45 CFR part 5b and subpart B of part
401 of this chapter, with respect to any
system of records developed in per-
forming carrier or intermediary func-
tions under §§417.532 and 417.533.

(d) To meet the confidentiality re-
quirements of §482.24(b)(3) of this chap-
ter for medical records and for all
other enrollee information that is—

(1) Contained in its records or ob-
tained from CMS or other sources; and

(2) Not covered under paragraph (c) of
this section.

information

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 45680, Sept. 1,
1995]

§417.488 Notice of termination and of
available alternatives: Risk con-
tract.

A risk contract must provide that
the HMO or CMP agrees to give notice
as follows if the contract is termi-
nated:
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(a) At least 60 days before the effec-
tive date of termination, to give its
Medicare enrollees a written notice
that—

(1) Specifies the termination date;
and

(2) Describes the alternatives avail-
able for obtaining Medicare services
after termination.

(b) To pay the cost of the written no-
tices.

[60 FR 45680, Sept. 1, 1995]

§417.490 Renewal of contract.

A contract with an HMO or CMP is
renewed automatically for the next 12-
month period unless CMS or the HMO
or CMP decides not to renew, in ac-
cordance with §417.492.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993]

§417.492 Nonrenewal of contract.

(a) Nonrenewal by the HMO or CMP.
(1) If an HMO or CMP does not intend
to renew its contract, it must—

(i) Give written notice to CMS at
least 90 days before the end of the cur-
rent contract period;

(ii) Notify each Medicare enrollee by
mail at least 60 days before the end of
the contract period; and

(iii) Notify the general public at least
30 days before the end of the contract
period, by publishing a notice in one or
more newspapers of general circulation
in each community or county located
in the HMO’s or CMP’s geographic
area.

(2) CMS may accept a nonrenewal no-
tice submitted less than 90 days before
the end of a contract period if—

(i) The HMO or CMP notifies its
Medicare enrollees and the public in
accordance with paragraph (a)(1) of
this section; and

(ii) Acceptance would not otherwise
jeopardize the effective and efficient
administration of the Medicare pro-
gram.

(b) Nonrenewal by CMS—(1) Notice of
nonrenewal. If CMS decides not to
renew a contract, it gives written no-
tice of nonrenewal as follows:

(i) To the HMO or CMP at least 90
days before the end of the contract pe-
riod.
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(ii) To the HMO’s or CMP’s Medicare
enrollees at least 60 days before the end
of the contract period.

(iii) To the general public at least 30
days before the end of the contract pe-
riod.

(2) Notice of appeal rights. CMS gives
the HMO or CMP written notice of its
right to appeal the nonrenewal deci-
sion, in accordance with subpart R of
this part, if CMS’s decision was based
on any of the reasons specified in
§417.494(b).

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38079, July 15, 1993; 60 FR 45681, Sept. 1,
1995]

§417.494 Modification or termination
of contract.

(a) Modification or termination by mu-
tual consent. (1) CMS and an HMO or
CMP may modify or terminate a con-
tract at any time by written mutual
consent.

(2) If the contract is modified, the
HMO or CMP must notify its Medicare
enrollees of any changes that CMS de-
termines are appropriate for notifica-
tion.

(3) If the contract is terminated, the
HMO or CMP must notify its Medicare
enrollees, and CMS notifies the general
public, at least 30 days before the ter-
mination date.

(b) Termination by CMS. (1) CMS may
terminate a contract for any of the fol-
lowing reasons:

(i) The HMO or CMP has failed sub-
stantially to carry out the terms of the
contract.

(if) The HMO or CMP is carrying out
the contract in a manner that is incon-
sistent with the effective and efficient
implementation of section 1876 of the
Act.

(iii) The HMO or CMP has failed sub-
stantially to comply with the composi-
tion of enrollment requirements speci-
fied in §417.413(d).

(iv) CMS determines that the HMO or
CMP no longer meets the requirements
of section 1876 of the Act and this sub-
part for being an HMO or CMP.

(2) If CMS decides to terminate a
contract, it sends a written notice in-
forming the HMO or CMP of its right
to appeal the termination in accord-
ance with subpart R of this part.
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(3) An HMO or CMP with a risk con-
tract must notify its Medicare enroll-
ees of the termination as described in
§417.488.

(4) CMS notifies the HMO’s or CMP’s
Medicare enrollees and the general
public of the termination at least 30
days before the effective date of termi-
nation.

(c) Termination by the HMO or CMP.
The HMO or CMP may terminate the
contract if CMS has failed substan-
tially to carry out the terms of the
contract.

(1) The HMO or CMP must notify
CMS at least 90 days before the effec-
tive date of the termination and must
include in its notice the reasons for the
termination.

(2) The HMO or CMP must notify its
Medicare enrollees of the termination
at least 60 days before the termination
date. Risk HMOs or CMPs must also
provide a written description of alter-
natives available for obtaining Medi-
care services after termination of the
contract. The HMO or CMP is respon-
sible for the cost of these notices.

(3) The HMO or CMP must notify the
general public of the termination at
least 30 days before the termination
date.

(4) The contract is terminated effec-
tive 60 days after the HMO or CMP
mails the notice to Medicare enrollees
as required in paragraph (c)(2) of this
section.

(5) CMS’s liability for payment ends
as of the first day of the month after
the last month for which the contract
is in effect.

[50 FR 1346, Jan. 10, 1985, as amended at 52
FR 22322, June 11, 1987; 56 FR 46571, Sept. 13,
1991; 58 FR 38079, 38082, July 15, 1993; 60 FR
45681, Sept. 1, 1995]

§417.500 Sanctions against HMOs and
CMPs.

(a) Basis for imposition of sanctions.
CMS may impose the intermediate
sanctions specified in paragraph (d) of
this section, as an alternative to termi-
nation of contract, if CMS determines
that an HMO or CMP does one or more
of the following:

(1) Fails substantially to provide the
medically necessary services required
to be provided to a Medicare enrollee
and the failure adversely affects (or has
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a substantial likelihood of adversely
affecting) the enrollee.

(2) Requires Medicare enrollees to
pay amounts in excess of premiums
permitted.

(3) Acts, in violation of the provi-
sions of subpart K of this part, to expel
or to refuse to reenroll an individual.

(4) Engages in any practice that
could reasonably be expected to have
the effect of denying or discouraging
enrollment (except as permitted by
subpart K of this part) by eligible indi-
viduals whose medical conditions or
histories indicate a need for substan-
tial future medical services.

(5) Misrepresents or falsifies informa-
tion that it furnishes under this part to
CMS, an individual, or to any other en-
tity.

(6) Fails to comply with the require-
ments of section 1876(g)(6)(A) of the Act
relating to the prompt payment of
claims.

(7) Fails to meet the requirement in
section 1876(f)(1) of the Act that not
more than 50 percent of the organiza-
tion’s enrollment be Medicare bene-
ficiaries and Medicaid recipients.

(8) Has a Medicare risk contract
and—

(i) Employs or contracts with indi-
viduals or entities excluded from par-
ticipation in Medicare under section
1128 or section 1128A of the Act for the
provision of health care, utilization re-
view, medical social work, or adminis-
trative services; or

(if) Employs or contracts with any
entity for the provision of those serv-
ices (directly or indirectly) through an
excluded individual or entity.

(9) Fails to comply with the require-
ments of §§417.479(d) through (i) relat-
ing to physician incentive plans.

(b) Notice of sanction and opportunity
to respond—(1) Notice of sanction. Before
imposing the intermediate sanctions
specified in paragraph (d) of this sec-
tion, CMS—

(i) Sends a written notice to the HMO
or CMP stating the nature and basis of
the proposed sanction; and

(ii) Sends the OIG a copy of the no-
tice (other than a notice regarding the
restriction on Medicare and Medicaid
enrollees as described in paragraph
(a)(7) of this section), once the sanction
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has been confirmed following the no-
tice period or the reconsideration.

(2) Opportunity to respond. CMS al-
lows the HMO or CMP 15 days from re-
ceipt of the notice to provide evidence
that it has not committed an act or
failed to comply with a requirement
described in paragraph (a) of this sec-
tion, as applicable. CMS may allow a
15-day addition to the original 15 days
upon receipt of a written request from
the HMO or CMP. To be approved, the
request must provide a credible expla-
nation of why additional time is nec-
essary and be received by CMS before
the end of the 15-day period following
the date of receipt of the sanction no-
tice. CMS does not grant an extension
if it determines that the HMO’s or
CMP’s conduct poses a threat to an en-
rollee’s health and safety.

(c) Informal reconsideration. If, con-
sistent with paragraph (b)(2) of this
section, the HMO or CMP submits a
timely response to CMS’s notice of
sanction, CMS conducts an informal re-
consideration that:

(1) Consists of a review of the evi-
dence by a CMS official who did not
participate in the initial decision to
impose a sanction; and

(2) Gives the HMO or CMP a concise
written decision setting forth the fac-
tual and legal basis for the decision
that affirms or rescinds the original de-
termination.

(d) Specific sanctions. If CMS deter-
mines that an HMO or CMP has acted
or failed to act as specified in para-
graph (a) of this section and affirms
this determination in accordance with
paragraph (c) of this section, CMS
may—

(1) Require the HMO or CMP to sus-
pend acceptance of applications for en-
rollment made by Medicare bene-
ficiaries during the sanction period;

(2) Suspend payments to the HMO or
CMP for Medicare beneficiaries en-
rolled during the sanction period; and

(3) Require the HMO or CMP to sus-
pend all marketing activities to Medi-
care enrollees.

(e) Effective date and duration of sanc-
tions—(1) Effective date. Except as pro-
vided in paragraph (e)(2) of this sec-
tion, a sanction is effective 15 days
after the date that the organization is
notified of the decision to impose the
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sanction or, if the HMO or CMP timely
seeks reconsideration under paragraph
(c) of this section, on the date specified
in the notice of CMS’s reconsidered de-
termination.

(2) Exception. If CMS determines that
the HMO’s or CMP’s conduct poses a
serious threat to an enrollee’s health
and safety, CMS may make the sanc-
tion effective on a date before issuance
of CMS’s reconsidered determination.

(3) Duration of sanction. The sanction
remains in effect until CMS notifies
the HMO or CMP that CMS is satisfied
that the basis for imposing the sanc-
tion has been corrected and is not like-
ly to recur.

(f) Termination by CMS. In addition to
or as an alternative to the sanctions
described in paragraph (d) of this sec-
tion, CMS may decline to renew a
HMO’s or CMP’s contract in accord-
ance with §417.492(b), or terminate the
contract in accordance with §417.494(b).

(g) Civil money penalties. If CMS de-
termines that a HMO or CMP has com-
mitted an act or failed to comply with
a requirement described in paragraph
(a) of this section (with the exception
of the requirement to limit the per-
centage of Medicare and Medicaid en-
rollees described in paragraph (a)(7) of
this section), CMS notifies the OIG of
that determination. CMS also conveys
to the OIG information when it re-
verses or terminates a sanction im-
posed under this subpart. In accordance
with the provisions of 42 CFR part 1003,
the OIG may impose civil money pen-
alties on the HMO or CMP in addition
to or in place of the sanctions that
CMS may impose under paragraph (d)
of this section.

[59 FR 36083, July 15, 1994, as amended at 60
FR 45681, Sept. 1, 1995; 61 FR 13448, Mar. 27,
1996]

Subpart M—Change of Ownership
and Leasing of Facilities: Ef-
fect on Medicare Contract

§417.520 Effect on HMO and CMP con-
tracts.

(a) The provisions set forth in sub-
part L of part 422 of this chapter also
apply to Medicare contracts with
HMOs and CMPs under section 1876 of
the Act.

§417.526

(b) In applying these provisions, ref-
erences to ‘““M+C organizations’” must
be read as references to ‘“HMOs and
CMPs™.

(c) In §422.550, reference to ‘“‘subpart
K of this part’” must be read as ref-
erence to ‘‘subpart L of part 417 of this
chapter™.

(d) In §422.553, reference to ‘‘subpart
K of this part” must be read as ref-
erence to ‘“‘subpart J of part 417 of this
chapter”.

[63 FR 35067, June 26, 1998]

Subpart N—Medicare Payment to
HMOs and CMPs: General Rules

§417.524 Payment to HMOs or CMPs:
General.

(a) Basic rule. The payments that
CMS makes to an HMO or CMP under
this subpart and subparts O and P of
this part for furnishing covered Medi-
care services are in place of any pay-
ment that CMS would otherwise make
to a beneficiary or the HMO or CMP
under sections 1814(b) and 1833(a) of the
Act.

(b) Basis of payment. (1) CMS pays the
HMOs or CMPs on either a reasonable
cost basis or a risk basis depending on
the type of contract the HMO or CMP
has with CMS.

(2) In certain cases a risk HMO or
CMP also receives payments on a rea-
sonable cost basis for certain Medicare
enrollees who retain nonrisk status, as
provided in §417.444, after the HMO or
CMP enters into a risk contract.

[60 FR 46229, Sept. 6, 1995]

§417.526 Payment for covered serv-
ices.

Subpart O of this part set forth the
principles that CMS follows in deter-
mining Medicare payment to an HMO
or CMP that has a reasonable cost con-
tract. Subpart P of this part describes
the per capita method of Medicare pay-
ment to HMOs or CMPs that contract
on a risk basis.

[50 FR 1346, Jan. 10, 1985; 50 FR 20570, May 17,
1985; as amended at 58 FR 38080, July 15, 1993;
60 FR 46229, Sept. 6, 1995]
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§417.528 Payment when Medicare is
not primary payer.

(a) Limits on payments and charges. (1)
CMS may not pay for services to the
extent that Medicare is not the pri-
mary payer under section 1862(b) of the
Act and part 411 of this chapter.

(2) The circumstances under which an
HMO or CMP may charge, or authorize
a provider to charge, for covered Medi-
care services for which Medicare is not
the primary payer are stated in para-
graphs (b) and (c) of this section.

(b) Charge to other insurers or the en-
rollee. If a Medicare enrollee receives
from an HMO or CMP covered services
that are also covered under State or
Federal worker’s compensation, auto-
mobile medical, or any no-fault insur-
ance, or any liability insurance policy
or plan, including a self-insured plan,
the HMO or CMP may charge, or au-
thorize a provider that furnished the
service to charge—

(1) The insurance carrier, employer,
or other entity that is liable to pay for
these services; or

(2) The Medicare enrollee, to the ex-
tent that he or she has been paid by the
carrier, employer, or other entity.

(c) Charge to group health plans
(GHPs) or large group health plans
(LGHPs). An HMO or CMP may charge
a GHP or LGHP for covered services it
furnished to a Medicare enrollee and
may charge the Medicare enrollee to
the extent that he or she has been paid
by the GHP or LGHP for these covered
services if—

(1) The Medicare enrollee is covered
under the plan; and

(2) Under section 1862(b) of the Act,
CMS is precluded from paying for the
covered services .

(d) Responsibilities of HMO or CMP. An
HMO or CMP must—

(1) Identify payers that are primary
to Medicare under section 1862(b) of the
Act;

(2) Determine the amounts payable
by these payers; and

(3) Coordinate the benefits of its
Medicare enrollees with these payers.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38080, July 15, 1993; 60 FR 46229, Sept. 6,
1995]
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Subpart O—Medicare Payment:
Cost Basis

SOURCE: 50 FR 1346, Jan. 10, 1985, unless
otherwise noted.

§417.530 Basis and scope.

This subpart sets forth the principles
that CMS follows to determine the
amount it pays for services furnished
by a cost HMO or CMP to its Medicare
enrollees. These principles are based on
sections 1861(v) and 1876 of the Act and
are, for the most part, the same as
those set forth—

(@) In part 412 of this chapter, for
paying the costs of inpatient hospital
services which, for cost HMOs and
CMPs, are considered ‘‘reasonable”
only if they do not exceed the amounts
allowed under the prospective payment
system; and

(b) In part 413 of this chapter, for the
costs of all other covered services.

[60 FR 46230, Sept. 6, 1995]

§417.531 Hospice care services.

(a) If a Medicare enrollee of an HMO
or CMP with a reasonable cost contract
makes an election under §418.24 of this
chapter to receive hospice care serv-
ices, payment for these services is
made to the hospice that furnishes the
services in accordance with part 418 of
this chapter.

(b) While the enrollee’s hospice elec-
tion is in effect, CMS pays the HMO or
CMP on a reasonable cost basis for
only the following covered Medicare
services furnished to the Medicare en-
rollee:

(1) Services of the enrollee’s attend-
ing physician if the physician is an em-
ployee or contractor of the HMO or
CMP and is not employed by or under
contract to the enrollee’s hospice.

(2) Services not related to the treat-
ment of the terminal condition for
which hospice care was elected or a
condition related to the terminal con-
dition.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 46230, Sept. 6,
1995]

§417.532

(a) Conditions and criteria for payment.
(1) The costs incurred by the HMO or

General considerations.
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CMP to furnish services covered by
Medicare are reimbursable if they are—

(i) Proper and necessary;

(ii) Reasonable in amount; and

(iii) Except as provided in §417.550,
appropriately apportioned among the
HMO’s or CMP’s Medicare enrollees,
other enrollees, and nonenrolled pa-
tients.

(2) In determining fair and equitable
payment for the HMOs or CMPs, CMS
generally applies the cost payment
principles set forth in §413.5 of this
chapter.

(3) In judging whether costs are rea-
sonable, CMS applies the weighted av-
erage of the AAPCCs of each class of
the HMO’s or CMP’s Medicare enrollees
(as defined in §417.582) for the HMO’s or
CMP’s geographic area as an absolute
limitation on the total amount pay-
able.

(b) Method and amount of payment to
the HMO or CMP. (1) CMS makes in-
terim per capita payments each month
for each Medicare enrollee, equivalent
to the interim per capita cost rate de-
termined in accordance with §417.570.

(2) CMS adjusts the interim per cap-
ita rate as necessary during the con-
tract period and makes final adjust-
ments at the end of the contract pe-
riod.

(3) In determining the amount due
the HMO or CMP, CMS deducts from
the reasonable cost actually incurred
by the HMO or CMP for covered serv-
ices furnished to its Medicare enroll-
ees, an amount equal to the actuarial
value of the applicable Medicare Part
A and Part B deductible and coinsur-
ance amounts that would have applied
to the covered services for which pay-
ment is being made if these enrollees
had not enrolled in the HMO or CMP or
another HMO or CMP.

(c) Election by HMO or CMP. An HMO
or CMP must elect, on an individual
provider basis, one of the following
methods for payment for hospital and
SNF services it furnishes to Medicare
enrollees:

(1) Direct payment by CMS.

(2) Direct payment by the HMO or
CMP.

(d) Notice of election. The election
must be made in writing before the be-
ginning of the contract period and is
binding for that period.

§417.532

(e) Payment by HMO or CMP. If the
HMO or CMP elects to pay providers di-
rectly, as provided in paragraph (c) of
this section, it must—

(1) Determine the eligibility of its
Medicare enrollees to receive covered
services through the HMO or CMP;

(2) Make proper coverage decisions
and appropriate payments, in accord-
ance with §§421.100 and 421.200 of this
chapter, for the services furnished to
its Medicare enrollees;

(3) Ensure that providers maintain
and furnish appropriate documentation
of physician certification and recertifi-
cation, to the extent required under
subpart B of part 424 of this chapter;
and

(4) Carry out any other procedures
required by CMS.

(f) Review of HMO’s or CMP’s bill proc-
essing capabilities. If the HMO or CMP
elects to pay providers directly, CMS
determines whether the HMO or CMP
has the experience and capability to
carry out the responsibilities specified
in paragraph (e) of this section in an ef-
ficient and effective manner.

(g) Direct payment by CMS. (1) If the
HMO or CMP elects to have CMS pay
for provider services, CMS pays each
provider on a reasonable cost basis or
under the PPS system, whichever is ap-
propriate for the particular provider
under part 412 or part 413 of this chap-
ter.

(2) In computing the Medicare pay-
ment to the HMO or CMP, CMS deducts
these payments and any other pay-
ments made by the Medicare inter-
mediary or carrier on behalf of the
HMO or CMP (such as payment for
emergency or urgently needed services
under §417.558).

(h) Payment for services furnished to
Medicare beneficiaries not enrolled in the
HMO or CMP. CMS pays the HMO or
CMP for services it furnishes to Medi-
care beneficiaries who are not its en-
rollees through the HMO’s or CMP’s
Medicare intermediary or carrier, as
appropriate.

[50 FR 1346, Jan. 10, 1985; 50 FR 20570, May 17,
1985, as amended at 53 FR 6648, Mar. 2, 1988;
58 FR 38082, July 15, 1993; 60 FR 46230, Sept.
6, 1995]
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§417.533 Part B carrier responsibil-
ities.

In paying for Part B services fur-
nished to its enrollees by suppliers, the
HMO or CMP must—

(a) Determine the eligibility of indi-
viduals to receive those services
through the HMO or CMP;

(b) Make proper coverage decisions
and appropriate payment as authorized
under §421.200 of this chapter for the
services for which its Medicare enroll-
ees are eligible; and

(c) Carry out any other procedures
that CMS may require.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 46230, Sept. 6,
1995]

§417.534 Allowable costs.

(a) Definition—Allowable costs means
the direct and indirect costs, including
normal standby costs incurred by the
HMO or CMP, that are proper and nec-
essary for efficient delivery of needed
health care services. They include the
costs of furnishing services to the
HMO’s or CMP’s Medicare enrollees,
other enrollees, and nonenrolled pa-
tients, which are typical “‘provider”
costs, and costs (such as marketing,
enrollment, membership, and operation
of the HMO or CMP) that are peculiar
to health care prepayment organiza-
tions.

(b) Basic rules. (1) The allowability of
an HMO’s or CMP’s costs for furnishing
services is generally determined in ac-
cordance with principles applicable to
provider costs, as set forth in §417.536.

(2) The allowability of other costs is
determined in accordance with prin-
ciples set forth in §§417.538 through
417.550.

(3) Costs for covered services for
which Medicare is not the primary
payor, as described in §417.528, are not
allowable.

(c) Medicare Part D program costs. To
the extent that an HMO or CMP pro-
vides qualified prescription drug cov-
erage to enrollees under Part D, no
costs related to the offering or provi-
sion of Part D benefits are reimbursed
under this part. These costs are reim-
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bursed solely under the applicable pro-
visions of part 423 of this chapter.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 70 FR 4525, Jan. 28,
2005]

§417.536 Cost payment principles.

(a) Applicability. Unless otherwise
specified in this subpart, the principles
set forth in parts 412 and 413 of this
chapter are applicable to the costs in-
curred by an HMO or CMP or by pro-
viders and other facilities owned or op-
erated by the HMO or CMP or related
to it by common ownership or control.
The most common examples of these
costs are set forth in this section.

(b) Depreciation. An appropriate al-
lowance for depreciation on buildings
and equipment is an allowable cost, in
accordance with §§413.134, 413.144, and
413.149 of this chapter.

(c) Interest expense. Necessary and
proper interest on both current and
capital indebtedness is an allowable
cost, in accordance with §413.153 of this
chapter.

(d) Cost of educational activities. An
appropriate part of the net cost of ap-
proved educational activities of a pro-
vider or other health care facility
owned or operated by an HMO or CMP
is an allowable cost in accordance with
§413.85 of this chapter.

(e) Compensation of owners. An appro-
priate amount of compensation for
services of owners is an allowable cost,
if the services are actually performed
and are necessary, as specified in
§413.102 of this chapter.

(f) Bad debts. (1) In accordance with
§413.80 of this chapter, bad debts are
deductions from revenue and may be
included as allowable costs only if—

(i) They are attributable to Medicare
deductible and coinsurance amounts
for which the Medicare enrollee is lia-
ble; and

(ii) The HMO or CMP has made a rea-
sonable, but unsuccessful, effort to col-
lect those amounts.

(2) If all or part of the deductible and
coinsurance amounts is payable
through a monthly premium or other
periodic payment, the amount allowed
as a bad debt may not exceed three
times the monthly rate for the actu-
arial value of the deductible and coin-
surance amounts, or its equivalent, if
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the periodic payment is on other than
a monthly basis.

(3) Any bad debt related to a service
furnished to a Medicare enrollee of the
HMO or CMP, and claimed on a cost re-
port submitted for payment by a pro-
vider or other facility reimbursed on a
cost basis, may not be claimed as a bad
debt by the HMO or CMP.

(g9) Charity and courtesy allowances. As
specified in §413.80 of this chapter,
charity and courtesy allowances are
deductions from revenue and may not
be included as allowable costs.

(h) Research costs. As specified in
§413.90 of this chapter, costs incurred
for research purposes, over and above
patient care, are not allowable costs.

(1) Value of services of nonpaid workers.
The value of services of nonpaid work-
ers of an organization is not an allow-
able cost, except as provided in §413.94
of this chapter.

(J) Purchase discounts and allowances
and refund of expenses. Discounts and
allowances that an HMO or CMP re-
ceives on purchases of goods and serv-
ices and refunds of previous expense
payments must be deducted from the
costs to which they relate, in accord-
ance with §413.98 of this chapter.

(k) Cost to related entities. (1) The
costs of services, facilities, or supplies
furnished to an HMO or CMP by a re-
lated entity are allowable at the cost
to the related entity in accordance
with §413.17 of this chapter.

(2) An entity is not considered re-
lated to the HMO or CMP merely be-
cause—

(i) 1t has a risk or incentive agree-
ment under which the HMO or CMP re-
imburses or compensates the entity for
services it furnishes to the HMOs’ or
CMPs’ enrollees; or

(i) Substantially all the services the
entity furnishes are furnished to the
HMO’s or CMP’s enrollees.

(3) However, an entity described in
paragraph (k)(2) of this section and an
HMO or CMP are considered related if
either of them is in a position to exer-
cise significant management or owner-
ship influence or control over the
other.

() Return on equity capital of propri-
etary providers owned by the HMO or
CMP. An allowance for a reasonable re-
turn on equity capital invested and

§417.538

used in providing services is allowable
in addition to the reasonable cost of
services furnished by a proprietary pro-
vider owned by the HMO or CMP. The
amount of the allowance is determined
in accordance with §413.157 of this
chapter.

(m) Limitations on payment. Medicare
payment for covered services furnished
by entities owned by or operated by, or
related to, an HMO or CMP paid on a
reasonable cost basis is subject to cer-
tain provisions of parts 412 and 413 of
this chapter that pertain to reasonable
cost and reasonable charge. Those pro-
visions include, but are not necessarily
limited to, the following:

(1) For ESRD treatment, the limita-
tions authorized under §413.170 of this
chapter.

(2) For services of physical, occupa-
tional, and speech therapists and other
therapists and nonphysician health
specialists, the limitations set forth in
§413.106 of this chapter.

(3) For drugs, the allowable cost as
determined under §§405.517 and 410.29 of
this chapter.

(4) The overall cost limits established
in accordance with §413.30 of this chap-
ter.

(5) The limitation to the lesser of
reasonable cost or customary charges,
as set forth in §413.13 of this chapter.

[50 FR 1346, Jan. 10, 1985; 50 FR 20570, May 17,
1985, as amended at 51 FR 34832, Sept. 30,
1986; 51 FR 37398, Oct. 22, 1986; 58 FR 38080,
July 15, 1993; 60 FR 46230, Sept. 6, 1995]

§417.538 Enrollment and marketing
costs.

(a) Principle. Costs incurred by an
HMO or CMP in performing the enroll-
ment and marketing activities de-
scribed in subpart k of this part are al-
lowable.

(b) Included costs. Allowable enroll-
ment and marketing costs are those
necessary and proper costs incurred in
offering the HMO’s or CMP’s plan to
potential enrollees in accordance with
this part. Those costs include selling,
advertising, promotional, and other
marketing costs and may not exceed an
amount that would be incurred by a
prudent and cost-conscious manage-
ment.

169



§417.540

(c) Application. Enrollment and mar-
keting costs are allowable, whether in-
curred directly by HMO or CMP staff or
under contract with marketing special-
ists or other outside consultants.

(d) Limitation on payment. The rel-
atively higher costs that an HMO or
CMP is likely to incur in initially of-
fering its plan to Medicare bene-
ficiaries are taken into account in de-
termining whether enrollment and
marketing costs are reasonable in
amount. However, if those costs exceed
amounts that would be paid by prudent
management, the excess is not allow-
able.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 46230, Sept. 6,
1995]

§417.540 Enrollment costs.

(a) Principle. Enrollment costs are al-
lowable if incurred in maintaining and
servicing subscriber contracts for pre-
payment enrollees.

(b) Kind of costs included. Enrollment
costs include, but are not limited to,
reasonable costs incurred in connection
with maintaining statistical, financial,
and other data on enrollees.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993]

§417.542
Reinsurance costs are not allowable.

§417.544 Physicians’ services fur-
nished directly by the HMO or
CMP.

(a) Principles. (1) Compensation paid
by an HMO or CMP to physicians is an
allowable cost to the extent that it is
commensurate with the compensation
paid for similar services performed by
similar physicians practicing in the
same or a similar locality.

(2) Physician compensation may take
various forms, but the aggregate com-
pensation allowable must be reasonable
in relation to the services personally
furnished.

(3) If aggregate physician compensa-
tion costs exceed what is normally in-
curred, the excess is not a reasonable
cost.

(b) Application. (1) In determining the
allowability of the costs of physicians’
services, the cost of personal services
(for example, expenses attributable to

Reinsurance costs.
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salaries, wages, incentive payments,
fringe benefits) must be distinguished
from the cost of nonpersonal services
(for example, expenses attributable to
facilities, equipment, support per-
sonnel, supplies).

(2) To be allowable, compensation
must be reasonable in relation to the
personal services furnished.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 46230, Sept. 6,
1995]

§417.546 Physicians’ services and
other Part B supplier services fur-
nished under arrangements.

General principle. The amount paid by
an HMO or CMP for physicians’ serv-
ices and other Part B supplier services
furnished under arrangements is an al-
lowable cost to the extent it is reason-
able. Costs are considered reasonable if
they—

(a) Do not exceed those that a pru-
dent and cost-conscious buyer would
incur to purchase those services; and

(b) Are comparable to costs incurred
for similar services furnished by simi-
lar physicians or other suppliers in the
same or a similar geographic area.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 34887, July 5,
1995; 60 FR 45372, Aug. 31, 1995]

§417.548 Provider services through ar-
rangements.

(a) Principle. The cost incurred by an
HMO or CMP for covered services fur-
nished under arrangement with a pro-
vider is allowable to the extent that it
would be allowable and payable under
parts 412 and 413 of this chapter, unless
the HMO or CMP petitions CMS and
demonstrates to HFCA'’s satisfaction
that payment in excess of the amount
authorized under parts 412 and 413 of
this chapter is justified on the basis of
advantages gained by the HMO or CMP.

(b) Application. An advantage gained
must represent a real and tangible ben-
efit received by the HMO or CMP for
the excess cost incurred, and any ex-
cess payment is subject to other appli-
cable requirements of parts 405, 412 and
413 of this chapter, including tests of
reasonableness.

(c) Example. In the case of an ar-
rangement an HMO or CMP has with a
provider that is located outside the
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HMO’s or CMP’s geographic area and
that is not related to the HMO or CMP
by common ownership or control, pay-
ment of the provider’s charges to the
HMO or CMP (rather than the payment
amounts determined under part 412 or
part 413 of this chapter) may be justi-
fied in exchange for the advantages of
not having to incur the administrative
costs of determining the provider’s rea-
sonable cost and of making a more
timely final settlement with the HMO
or CMP. However, repayment of the
provider’s charges would be acceptable
only if—

(1) The provider furnishes services to
the HMO’s or CMP’s enrollees infre-
quently;

(2) The charges represent an insig-
nificant portion of total Medicare re-
imbursement to the HMO or CMP; and

(3) The charges do not exceed the cus-
tomary charges by the provider to its
other patients for similar services.

[50 FR 1346, Jan. 10, 1985, as amended at 51
FR 34832, Sept. 30, 1986; 58 FR 38080, July 15,
1993; 60 FR 46230, Sept. 6, 1995]

§417.550 Special Medicare program re-
quirements.

(a) Principle. CMS pays the full rea-
sonable cost incurred by an HMO or
CMP for activities that are solely for
Medicare purposes and unique to Medi-
care contracts under section 1876 of the
Act.

(b) Application. CMS pays the full rea-
sonable cost of the following activities:

(1) Reporting increases and decreases
in the number of Medicare enrollees.

(2) Obtaining independent certifi-
cation of the HMO’s or CMP’s cost re-
port to the extent that it is for Medi-
care purposes.

(3) Reporting special data that CMS
requires solely for program planning
and evaluation.

(c) Prior approval requirement. The
costs specified in paragraph (b) of this
section must be separately budgeted
and approved by CMS before the con-
tract period begins.

(d) Limit on full payment. Full pay-
ment is limited to the costs specified
in paragraph (b) of this section. All
other administrative costs must be ap-
portioned in accordance with §417.552.

[60 FR 46230, Sept. 6, 1995]

§417.556

§417.552 Cost apportionment: General
provisions.

(a) Basic rule. The HMO or CMP must
apportion its total allowable direct and
indirect costs among its Medicare en-
rollees, its other enrollees, and its non-
enrolled patients—

(1) In accordance with this subpart;
and

(2) Using methods approved by CMS.

(b) Purpose of apportionment. The pur-
pose of apportionment is to ensure
that—

(1) The cost of services furnished to
Medicare enrollees is not borne by
other enrollees and nonenrolled pa-
tients; and

(2) The cost of the services furnished
to other enrollees and nonenrolled pa-
tients is not borne by Medicare.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 46230, Sept. 6,
1995]

§417.554 Apportionment: Provider
services furnished directly by the
HMO or CMP.

The Medicare share of the cost of
covered services furnished to Medicare
enrollees by providers that are owned
or operated by the HMO or CMP or are
related to the HMO or CMP by common
ownership or control must be deter-
mined in accordance with the appor-
tionment methods set forth in part 412,
§8413.24, 413.55, and 415.55 of this chap-
ter.

[51 FR 28574, Aug. 8, 1986, as amended at 51
FR 34832, Sept. 30, 1986; 58 FR 38082, July 15,
1993; 60 FR 46231, Sept. 6, 1995; 60 FR 63189,
Dec. 8, 1995]

§417.556 Apportionment: Provider
services furnished by the HMO or
CMP through arrangements with
others.

The Medicare share of the cost of
covered services furnished to Medicare
enrollees through arrangements with
providers other than those specified in
§417.554 must be determined as follows:

(a) The Medicare share must be based
on the cost the HMO or CMP pays the
provider under their arrangement, to
the extent that cost is reasonable and
within the Ilimits established by
§§417.534 through 417.548.

(b) Except as specified in paragraph
(c) of this section, apportionment must
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be on the same approved basis that is
used by the provider for Medicare bene-
ficiaries who are not Medicare enroll-
ees of the HMO or CMP, subject to the
conditions and limitations set forth in
§417.548.

(c) If, because of the special nature or
terms of the HMO’s or CMP’s arrange-
ment with the provider, apportionment
on the basis specified in paragraph (b)
of this section would result in Medi-
care’s bearing the costs of furnishing
services to individuals other than the
HMO’s or CMP’s Medicare enrollees,
apportionment must be on another
basis that is approved by CMS and that
will ensure that Medicare does not pay
any of the cost of furnishing services to
individuals who are not Medicare en-
rollees of the HMO or CMP.

(d) If the HMO or CMP elects to have
providers reimbursed by the HMO’s or
CMP’s Medicare intermediary, the
Medicare share is the amount the
intermediary paid the provider.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993]

§417.558 Emergency, urgently needed,
and out-of-area services for which
the HMO or CMP accepts responsi-
bility.

(a) Source of payment. Either CMS or
the HMO or CMP may pay a provider
for emergency or urgently needed serv-
ices or other covered out-of-area serv-
ices for which the HMO or CMP accepts
responsibility.

(b) Limits on payment. If the HMO or
CMP pays, the payment amount may
not exceed the amount that is allow-
able under part 412 or part 413 of this
chapter.

(c) Exception to limit on payment. Pay-
ment in excess of the limit imposed by
paragraph (b) of this section is allow-
able only if the HMO or CMP dem-
onstrates to CMS’s satisfaction that it
is justified on the basis of advantages
gained by the HMO or CMP, as set
forth in §417.548.

[60 FR 46231, Sept. 6, 1995]

§417.560 Apportionment: Part B physi-
cian and supplier services.

(a) Medical services furnished directly
by the HMO or CMP. The total allow-
able cost of Part B physician and sup-
plier services furnished by employees
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or partners of the HMO or CMP or by a
related entity of the HMO or CMP
must be apportioned on the basis of the
ratio of covered Part B services fur-
nished to Medicare enrollees to total
services furnished to all the HMO’s or
CMP’s enrollees and nonenrolled pa-
tients. The HMO or CMP must use a
method for reporting costs that is ap-
proved by CMS. CMS bases its approval
on a finding that the method—

(1) Results in an accurate and equi-
table allocation of allowable costs; and

(2) Is justifiable from an administra-
tive and cost efficiency standpoint.

(b) Medical services furnished under ar-
rangements made by the HMO or CMP.
When the HMO or CMP pays for Part B
physician and supplier services on
some basis other than fee-for-service,
the reasonable cost the HMO or CMP
pays under its financial arrangement
with the physician or supplier must be
apportioned between Medicare enroll-
ees and others based on the ratio of
covered services furnished to Medicare
enrollees to the total services fur-
nished to all enrollees and nonenrolled
patients. If apportionment on this
basis would result in Medicare bearing
the cost of furnishing services to indi-
viduals who are not Medicare enrollees,
the Medicare share must be determined
on another basis (approved by CMS) to
ensure that Medicare pays only for
services furnished to Medicare enroll-
ees.

(c) Medical services furnished under an
arrangement that provides for the HMO
or CMP to pay on a fee-for-service basis.
The Medicare share of the cost of Part
B physician and supplier services fur-
nished to Medicare enrollees under ar-
rangements, and paid for by the HMO
or CMP on a fee-for-service basis, is de-
termined by multiplying the total
amount for all such services by the
ratio of charges for covered services
furnished to Medicare enrollees to the
total charges for all such services.

(d) Emergency services, urgently needed
services, and other covered medical serv-
ices for which the HMO or CMP assumes
financial responsibility. The Medicare
share of the cost of Part B emergency
or urgently needed services or other
Part B services that are not furnished
by a provider and for which the HMO or
CMP accepts financial responsibility is
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determined in accordance with para-
graphs (b) and (c) of this section.

[50 FR 1346, Jan. 10, 1985, as amended at 58
FR 38082, July 15, 1993; 60 FR 34888, July 5,
1995]

§417.564 Apportionment and alloca-
tion of administrative and general
costs.

(a) Costs not directly associated with
providing medical care. Enrollment,
marketing, and other administrative
and general costs that benefit the total
enrollment of the HMO or CMP and are
not directly associated with furnishing
medical care must be apportioned on
the basis of a ratio of Medicare enroll-
ees to the total HMO or CMP enroll-
ment.

(b) Costs significantly related to pro-
viding medical services. (1) The following
administrative and general costs,
which bear a significant relationship to
the services furnished, are not appor-
tioned to Medicare directly; they must
be allocated or distributed to the HMO
or CMP components and then appor-
tioned to Medicare in accordance with
§§417.552 through 417.560:

(i) Facility costs.

(ii) Interest expense.

(iii) Medical record costs.

(iv) Centralized purchasing costs.

(v) Accounting and data processing
costs.

(vi) Other administrative and general
costs that are not included in para-
graph (a) of this section.

(2) The allocation or distribution
process must be as follows:

(i) If a separate entity or department
of an HMO or CMP performs adminis-
trative functions the benefit of which
can be quantitatively measured (such
as centralized purchasing and data
processing), the total allowable costs of
this entity or department must be allo-
cated or distributed to the components
of the HMO or CMP in reasonable pro-
portion to the benefits received by
these components.

(ii) If a separate entity or depart-
ment of an HMO or CMP performs ad-
ministrative functions the benefit of
which cannot be quantitatively meas-
u